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Gordon Silver 
Attorneys At Law 

Ninth Floor 
3960 Howard Hughes Pkwy 
Las Vegas, Nevada 89169 

(702) 796-5555

IN THE SUPREME COURT OF
CVADA

■'

KEITH MATHAHS, S.Ct. No.

Petitioner,

vs.

HONORABLE VALERIE ADAIR,
EIGHTH JUDICIAL DISTRICT COURT JUDGE,

Respondent
_______________________________________I
STATE OF NEVADA,

Real Party in Interest
______________________________________ I

APPENDIX 

VOLUME 1

IN SUPPORT OF PETITION FOR WRIT OF MANDAMUS

GORDON SILVER 
MICHAEL V. CRISTALI, ESQ. 
Nevada Bar No. 6266 
Email: mcristalli@gordonsilver.com 
EUNICE M. MORGAN, ESQ.
Nevada Bar No. 10382 
Email: emorgan@,gordonsilve.com 
3960 Howard Hughes Pkwy., 9‘*’ Floor 
Las Vegas, Nevada 89169 
(702) 795-5555
Counsel for Petitioner Keith Mathahs

RICHARD A. WRIGHT, ESQ. 
Nevada Bar No.0886 
300 South 4̂  ̂ Street, #701 
Las Vegas, Nevada 89101 
(702) 382-4004

Counsel for Defendant Dipak Desai

STEVEN WOLFSON, ESQ.
Nevada Bar No. 1565
Clark County District Attorney
MICHAEL STRAUDAHER
Nevada Bar No. 8273
200 Lewis Avenue
Las Vegas, Nevada 89155
(702)671-2500

Counsel for State of Nevada

CATHERINE CORTEZ MASTO, ESQ.
Nevada Bar No. 003926
Nevada Attorney General
100 N. Carson Street
Carson City, Nevada 89701-4717
(775)684-1112
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The undersigned, an employee o f Gordon Silver, hereby certifies that on the l U  day of 

July, 2012, she served a copy of Defendant, Mathaths’ Appendix, Volume 1, in Support of 

Petition for Writ of Mandamus, by placing said copy in an envelope addressed as follows:

HONORABLE JUDGE VALERIE ADAIR 
Eighth Judicial District Court 
Department XXI
Clark County Regional Justice Center
200 Lewis Avenue
Las Vegas, Nevada 89155

STEVEN B. WOLFSON 
District Attorney 
MICHAEL STRAUDAHER 
Chief Deputy District Attorney 
200 Lewis Avenue 
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CATHERINE CORTEZ MASTO, ESQ. 
Nevada Attorney General 
100 N. Carson Street 
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RICHARD A. WRIGHT, ESQ.
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DAVID ROGER
Clark County District Attorney
Nevada Bar #002781
MICHAEL V. STAUDAHER
Chief Deputy District Attorney
Nevada Bar #008273
200 Lewis Avenue
Las Vegas, Nevada 89155-2212
(702)671-2500
Attorney for Plaintiff
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DISTRICT COURT

CLARK COUNTY, NEVADA 

THE STATE OF NEVADA. )

Plaintiff,

-vs-

DIPAK KANTILAL DESAI, #1240942, 
RONALD ERNEST LAKEMAN, 
KEITH H. MATHAHS,

Defendant(s).

Case No. C265107
Dept. No. XIV

I N D I C T M E N T

iss.
STATE OF NEVADA 

COUNTY OF CLARK )

The Defendant(s) above named, DIPAK KANTILAL DESAI, RONALD ERNEST 

LAKEMAN and KEITH H. MATHAHS accused by the Clark County Grand Jury of the 

crime(s) of RACKETEERING (Felony - NRS 207.350, 207.360, 207.370, 207.380, 207.390, 

207.400), PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS OR 

PROPERTY (Felony - NRS 0.060, 202.595), CRIMINAL NEGLECT OF PATIENTS 

(Felony - NRS 0.060, 200.495), INSURANCE FRAUD (Felony - NRS 686A.2815), 

THEFT (Felony -  NRS 205.0832, 205.0835) and OBTAINING MONEY UNDER FALSE 

PRETENSES (Felony - NRS 205.265, 205.380), committed at and within the County of 

Clark, State of Nevada, on or between June 3, 2005, and May 5, 2008, as follows:

/ / /
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1 COUNT 1 - RACKETEERING

2 Defendants, did on or between June 3, 2005, and May 5, 2008, then and there, within

3 Clark County, Nevada knowingly, willfully and feloniously while employed by or associated

4 with an enterprise, conduct or participate directly or indirectly in racketeering activity

5 through the affairs of said enterprise; and/or with criminal intent receive any proceeds

6 derived, directly or indirectly, from racketeering activity to use or invest, whether directly or

7 indirectly, any part of the proceeds from racketeering activity; and/or through racketeering

8 activity to acquire or maintain, directly or indirectly, any interest in or control of any

9 enterprise; and/or intentionally organize, manage, direct, supervise or finance a criminal

10 syndicate; and/or did conspire to engage in said acts, to-wit; by directly or indirectly causing

11 and/or pressuring the employees and/or agents of the Endoscopy Center of Southern Nevada

12 to falsify patient anesthesia records from various endoscopic procedures; and/or to commit

13 insurance fraud by directly or indirectly submitting said false anesthesia records to various

14 insurance companies for the purpose of obtaining money under false pretenses from said

15 insurance companies and/or patients; said fraudulent submissions resulting in the payment of

16 monies to Defendants and/or their medical practice and/or the enterprise, which exceeded the

17 legitimate reimbursement amount allowed for said procedures; Defendants being responsible

18 under one or more of the following principles of criminal liability, to wit: (1) by directly

19 committing said acts; and/or (2) aiding or abetting each other in the commission of the crime

20 by directly or indirectly counseling, encouraging, hiring, commanding, inducing, or

21 procuring each other, and/or others to commit said acts, Defendants acting with the intent to

22 commit said crime.

23 COUNT 2 - INSURANCE FRAUD

24 Defendants did, on or about July 25, 2007, Icnowingly and willfully present, or cause

25 to be presented a statement as a part of, or in support of, a claim for payment or other

26 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

27 Statutes, knowing that the statement concealed or omitted facts, or contained false or

28 misleading information concerning a fact material to said claim; and/or did assist, abet,
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1 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a 

producer, a broker or any agent thereof, knowing that said statement concealed or omitted 

facts, or did contain false or misleading information concerning a fact material to a claim for 

payment or other benefits under such policy issued pursuant to Title 57 of the Nevada 

Revised Statutes, by falsely representing to ANTHEM BLUE CROSS -  BLUE SHIELD 

that the billed anesthesia time and/or charges for the endoscopic procedure performed on 

SHARRIEFF ZIYAD were more than the actual anesthetic time and/or charges, said false 

representation resulting in the payment of money to Defendants and/or their medical practice 

and/or the racketeering enterprise which exceeded that which would have normally been 

allowed for said procedure; Defendants being responsible under one or more of the 

following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

(2) aiding or abetting each other in the commission of the crime by directly or indirectly 

counselmg, encouraging, hiring, commanding, inducing, or procuring each other, and/or 

others to commit said acts. Defendants acting with the intent to commit said crime, and/or

(3) pursuant to a conspiracy to commit this crime.

C0LTNT3 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS 
OR PROPERTY

Defendants did on or about July 25, 2007, then and there willftilly and unlawfully 

perform acts in willful or wanton disregard of the safety of persons or property resulting in 

substantial bodily harm to MICHAEL WASHINGTON, in the following manner, to-wit: by 

Defendants performing one or more of the following acts: (1) by directly administering 

and/or directly or indirectly instructing employees of the Endoscopy Center of Southern 

Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol from a 

single use vial to more than one patient contrary to the express product labeling of said drug 

and in violation of universally accepted safety precautions for the administration of said 

drug; and/or (2) by creating an employment environment in which said employees were 

pressured to administer one or more doses of the anesthetic drug Propofol from a single use 

vial to more than one patient contrai7  to the express product labeling of said drug and in
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] violation of universally accepted safety precautions for the administration of said drug;

2 and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or

3 creating an employment environment in which said employees were pressured to reuse

4 syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to

5 the express product labeling of said items, and/or in violation of universally accepted safety

6 precautions for the use of said items; and/or (4) by directly limiting and/or directly or

7 indirectly instructing said employees, and/or creating an employment environment in which

8 said employees were pressured to limit the use of medical supplies necessary to conduct safe

9 endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing

10 patients through said endoscopy center and/or rushing patient procedures at the expense of

11 patient safety and/or well being and/or directly or indirectly instructing said employees,

12 and/or creating an employment environment in which said employees were pressured to

13 falsely prechart patient records and/or rush patients through said endoscopy center and/or

14 rush patient procedures at the expense of patient safety and/or well being; and/or (6) by

15 directly or indirectly scheduling and/or treating an unreasonable number of patients per day

16 which resulted in substandard care and/or jeopardized the safety and/or well being of said

17 patients; and/or (7) by directly failing to adequately clean and/or prepaie endoscopy scopes,

18 contrary to the express manufacturers guidelines for the handling and processing of said

19 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use

20 of said scopes and/or directly or indirectly instructing said employees, and/or creating an

21 employment environment in which said employees were inadequately trained and/or

22 pressured to provide endoscopy scopes for patient procedures that were not adequately

23 cleaned and/or prepared contrary to the express manufacturers guidelines for the handling

24 and processing of said endoscopy scopes, and/or in violation of universally accepted safety

25 precautions for the use of said scopes; Defendants being responsible under one or more of

26 the following principles of criminal liability, to wit: (1) by directly committing said acts;

27 and/or (2) aiding or abetting each other in the commission of the crime by directly or

28 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other.
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and/or others to commit said acts, Defendants acting with the intent to commit said crime, 

and/or (3) pursuant to a conspiracy to commit this crime,

COUNT 4 - CRIMINAL NEGLECT OF PATIENTS

Defendants, on or about July 25, 2007, being professional caretakers of MICHAEL 

WASHINGTON, did act or omit to act in an aggravated, reckless or gross manner, failing to 

provide such service, care or supervision as is reasonable and necessary to maintain the 

health or safety of said MICHAEL WASHINGTON, resulting in substantial bodily harm to 

MICHAEL WASHINGTON, said acts or omissions being such a departure from what would 

be the conduct of an ordinarily prudent, careful person under the same circumstances that it 

is contrary to a proper regard for danger to human life or constitutes indifference to the 

resulting consequences, said consequences of the negligent act or omission being reasonably 

foreseeable; said danger to human life not being the result of inattention, mistaken judgment 

or misadventure, but the natural and probable result of said aggravated reckless or grossly 

negligent act or omission, by performing one or more of the following acts: (1) by directly 

or indirectly insti-ucting employees of the Endoscopy Center of Southern Nevada, (ECSN) to 

administer one or more doses of the anesthetic drug Propofol from a single use vial to more 

than one patient contrary to the express product labeling of said drug and in violation of 

universally accepted safety precautions for the administration of said drug; and/or (2) by 

creating an employment environment in which said employees were pressured to administer 

one or more doses of the anesthetic drug Propofol from a single use vial to more than one 

patient contrary to the express product labeling of said drug and in violation of universally 

accepted safety precautions for the administration of said drug; and/or (3) by directly or 

indirectly instructing said employees, and/or creating an employment environment in which 

said employees were pressured to reuse syringes and/or needles and/or biopsy forceps and/or 

snares and/or bite blocks contrary to the express product labeling of said items, and/or in 

violation of universally accepted safety precautions for the use of said items; and/or (4) by 

directly or indirectly instructing said employees, and/or creating an employment 

environment in which said employees were pressured to limit the use of medical supplies
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necessary to conduct safe endoscopic procedui-es; and/or (5) by directly or indirectly 

instructing said employees, and/or creating an employment environment in which said 

employees were pressured to falsely prechart patient records and/or rush patients through 

said endoscopy center and/or rush patient procedures at the expense of patient safety and/or 

well being; and/or (6) by directly or indirectly scheduling and/or treating an unreasonable 

number of patients per day which resulted in substandard care and/or jeopardized the safety 

and/or well being of said patients; and/or (7) by directly or indirectly instructing said 

employees, and/or creating an employment environment in which said employees were 

inadequately trained and/or pressured to provide endoscopy scopes for patient procedures 

that were not adequately cleaned and/or prepared contrary to the express manufacturers 

guidelines for the handling and processing of said endoscopy scopes, and/or in violation of 

universally accepted safety precautions for the use of said scopes; and/or (8) by methods 

unknown; for the purpose of enhancing the financial profit of ECSN, said act(s) or 

omission(s) causing the transmission of Hepatitis C virus from patient SHARRJEFF ZIYAD 

to patient MICHAEL WASHINGTON, who was not previously infected with the Hepatitis 

C virus; Defendants being responsible under one or more of the following principles of 

criminal liability, to wit: (1) by directly committing said acts; and/or (2) aiding or abetting 

each other in the commission of the crime by directly or indirectly counseling, encouraging, 

hiring, commanding, inducing, or procuring each other, and/or others to commit said acts, 

Defendants acting with the intent to commit said crime, and/or (3) pursuant to a conspiracy 

to commit this crime.

COUNT 5 - INSURANCE FRAUD

Defendants did, on or about July 25, 2007, knowingly and willfully present, or cause 

to be presented a statement as a pail of, or in support of, a claim for payment or other 

benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised 

Statutes, knowing that the statement concealed or omitted facts, or contained false or 

misleading information concerning a fact material to said claim; and/or did assist, abet, 

solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a
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1 producer, a broker or any agent thereof, knowing that said statement concealed or omitted

2 facts, or did contain false or misleading information concerning a fact material to a claim for

3 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

4 Revised Statutes, by falsely representing to VETERANS ADMINISTRATION that the

5 billed anesthesia time and/or charges for the endoscopic procedure performed on MICHAEL

6 WASHINGTON were more than the actual anesthetic time and/or charges, said false

7 representation resulting in the payment of money to Defendants and/or their medical practice

8 and/or the racketeering enterprise which exceeded that which would have normally been

9 allowed for said procedure; Defendants being responsible under one or more of the

10 following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

11 (2) aiding or abetting each other in the commission of the crime by directly or indirectly

12 counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or

13 others to commit said acts. Defendants acting with the intent to commit said crime, and/or

14 (3) pursuant to a conspiracy to commit this crime.

15 COUNT 6 - INSURANCE FRAUD

16 Defendants did, on or about July 25, 2007, knowingly and willfully present, or cause

17 to be presented a statement as a part of, or in support of, a claim for payment or other

18 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

19 Statutes, knowing that the statement concealed or omitted facts, or contained false or

20 misleading information concerning a fact material to said claim; and/or did assist, abet,

21 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a

22 producer, a broker or any agent thereof, loiowing that said statement concealed or omitted

23 facts, or did contain false or misleading information concerning a fact material to a claim for

24 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

25 Revised Statutes, by falsely representing to ANTHEM BLUE CROSS AND BLUE

26 SHIELD that the billed anesthesia time and/or charges for the endoscopic procedure

27 performed on KENNETH RUBINO were more than the actual anesthetic time and/or

28 charges, said false representation resulting in the payment of money to Defendants and/or
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1 their medical practice and/or the racketeering enteiprise which exceeded that which would

2 have normally been allowed for said procedure; Defendants being responsible under one or

3 more of the following principles of criminal liability, to wit; (1) by directly committing said

4 acts; and/or (2) aiding or abetting each other in the commission of the crime by directly or

5 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

6 and/or others to commit said acts, Defendants acting with the intent to commit said crime,

7 and/or (3) pursuant to a conspiracy to commit this crime.

8 COUNT? - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS
^ OR PROPERTY

10 Defendants did on or about September 21, 2007, then and there willfully and

11 unlawfully perform acts in willful or wanton disregard of the safety of persons or property

12 resulting in substantial bodily harm to STACY HUTCHINSON, in the following manner, to-

13 wit: by Defendants performing one or more of the following acts: (1) by directly

14 administering and/or directly or indirectly instructing employees of the Endoscopy Center of

15 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

16 from a single use vial to more than one patient contrary to the express product labeling of

17 said drug and in violation of universally accepted safety precautions for the administration of

18 said drug; and/or (2) by creating an employment environment in which said employees were

19 pressured to administer one or more doses of the anesthetic drug Propofol fi-om a single use

20 vial to more than one patient contrary to the express product labeling of said drug and in

21 violation of universally accepted safety precautions for the administration of said drug;

22 and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or

23 creating an employment environment in which said employees were pressured to reuse

24 syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to

25 the express product labeling of said items, and/or in violation of universally accepted safety

26 precautions for the use of said items; and/or (4) by directly limiting and/or directly or

27 indirectly instructing said employees, and/or creating an employment environment in which

28 said employees were pressured to limit the use of medical supplies necessary to conduct safe

8
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1 endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing 

patients through said endoscopy center and/or rushing patient procedures at the expense of 

patient safety and/or well being and/or directly or indirectly instructing said employees, 

and/or creating an employment environment in which said employees were pressured to 

falsely prechart patient records and/or rush patients through said endoscopy center and/or 

rush patient procedures at the expense of patient safety and/or well being; and/or (6) by 

directly or indirectly scheduling and/or treating an unreasonable number of patients per day 

which resulted in substandard care and/or jeopardized the safety and/or well being of said 

patients; and/or (7) by directly failing to adequately clean and/or prepare endoscopy scopes, 

contrary to the express manufacturers guidelines for the handling and processing of said 

endoscopy scopes, and/or in violation of universally accepted safety precautions for the use 

of said scopes and/or directly or indirectly instructing said employees, and/or creating an 

employment environment in which said employees were inadequately ti'ained and/or 

pressured to provide endoscopy scopes for patient procedures that were not adequately 

cleaned and/or prepared contrary to the express manufacturers guidelines for the handling 

and processing of said endoscopy scopes, and/or in violation of universally accepted safety 

precautions for the use of said scopes; Defendants being responsible under one or more of 

the following principles of criminal liability, to wit: (1) by directly committing said acts; 

and/or (2) aiding or abetting each other in the commission of the crime by directly or 

indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other, 

and/or others to commit said acts. Defendants acting with the intent to commit said crime, 

and/or (3) pursuant to a conspiracy to commit this crime.

COUNTS - CRIMINAL NEGLECT OF PATIENTS

Defendants, on or about September 21, 2007, being professional caretakers of 

STACY HUTCHINSON, did act or omit to act in an aggravated, reckless or gross manner, 

failing to provide such service, care or supervision as is reasonable and necessary to 

maintain the health or safety of said STACY HUTCHINSON, resulting in substantial bodily 

harm to STACY HUTCHINSON, said acts or omissions being such a departure from what

0009



1 would be the conduct of an ordinarily prudent, careftil person under the same circumstances

2 that it is contrary to a proper regard for danger to human life or constitutes indifference to

3 the resulting consequences, said consequences of the negligent act or omission being

4 reasonably foreseeable; said danger to human life not being the result of inattention,

5 mistaken judgment or misadventure, but the natural and probable result of said aggravated

6 reckless or grossly negligent act or omission, by performing one or more of the following

7 acts: (1) by directly or indirectly instructing employees of the Endoscopy Center of

8 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

9 from a single use vial to more than one patient contrary to the express product labeling of

10 said drug and in violation of universally accepted safety precautions for the administration of

11 said drug; and/or (2) by creating an employment environment in which said employees were

12 pressured to administer one or more doses of the anesthetic drug Propofol from a single use

13 vial to more than one patient contrary to the express product labeling of said drug and in

14 violation of universally accepted safety precautions for the administration of said drug;

15 and/or (3) by directly or indirectly instructing said employees, and/or creating an

16 employment environment in which said employees were pressured to reuse syringes and/or

17 needles and/or biopsy forceps and/or snares and/or bite blocks contrary to the express

18 product labeling of said items, and/or in violation of universally accepted safety precautions

19 for the use of said items; and/or (4) by directly or indirectly instructing said employees,

20 and/or creating an employment environment in which said employees were pressured to limit

21 the use of medical supplies necessary to conduct safe endoscopic procedures; and/or (5) by

22 directly or indirectly instructing said employees, and/or creating an employment

23 environment in which said employees were pressured to falsely prechart patient records

24 and/or rush patients through said endoscopy center and/or rush patient procedures at the

25 expense of patient safety and/or well being; and/or (6) by directly or indirectly scheduling

26 and/or treating an um-easonable number of patients per day which resulted in substandard

27 care and/or jeopardized the safety and/or well being of said patients; and/or (7) by directly or

28 indii'ectly instructing said employees, and/or creating an employment environment in which

10
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said employees were inadequately trained and/or pressured to provide endoscopy scopes for 

patient procedures that were not adequately cleaned and/or prepared contrary to the express 

manufacturers guidelines for the handling and processing of said endoscopy scopes, and/or 

in violation of universally accepted safety precautions for the use of said scopes; and/or (8) 

by methods unknown; for the purpose of enhancing the financial profit of ECSN, said act(s) 

or omission(s) causing the transmission of Hepatitis C virus from patient KENNETH 

RUBINO to patient STACY HUTCHINSON, who was not previously infected with the 

Hepatitis C virus; Defendants being responsible under one or more of the following 

principles of criminal liability, to wit: (1) by directly committing said acts; and/or (2) aiding 

or abetting each other in the commission of the crime by directly or indirectly counseling, 

encouraging, hiring, commanding, inducing, or procuring each other, and/or others to 

commit said acts, Defendants acting with the intent to commit said crime, and/or (3) 

pursuant to a conspiracy to commit this crime.

COUNT 9 - INSURANCE FRAUD

Defendants did, on or about September 21, 2007, knowingly and willfully present, or 

cause to be presented a statement as a part of, or in support of, a claim for payment or other 

benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised 

Statutes, knowing that the statement concealed or omitted facts, or contained false or 

misleading information concerning a fact material to said claim; and/or did assist, abet, 

solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a 

producer, a broker or any agent thereof, knowing that said statement concealed or omitted 

facts, or did contain false or misleading information concerning a fact material to a claim for 

payment or other benefits under such policy issued pursuant to Title 57 of the Nevada 

Revised Statutes, by falsely representing to HEALTH PLAN OF NEVADA that the billed 

anesthesia time and/or charges for the endoscopic procedure perfomied on STACY 

HUTCHINSON were more than the actual anesthetic time and/or charges, said false 

representation resulting in the payment of money to Defendants and/or their medical practice 

and/or the racketeering entei-prise which exceeded that which would have normally been
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allowed for said procedure; Defendants being responsible under one or more of the 

following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

(2) aiding or abetting each other in the commission of the crime by directly or indirectly 

counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or 

others to commit said acts. Defendants acting with the intent to commit said crime, and/or

(3) pursuant to a conspiracy to commit this crime.

COUNfTlO - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS 
OR PROPERTY

Defendants did on or about September 21, 2007, then and there willfully and 

unlawfully perform acts in willful or wanton disregard of the safety of persons or property 

resulting in substantial bodily harm to RUDOLFO MEANA, in the following manner, to- 

wit; by Defendants performing one or more of the following acts: (1) by directly 

administering and/or directly or indirectly instructing employees of the Endoscopy Center of 

Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol 

from a single use vial to more than one patient contrary to the express product labeling of 

said drug and in violation of universally accepted safety precautions for the administration of 

said drug; and/or (2) by creating an employment environment in which said employees were 

pressured to administer one or more doses of the anesthetic drug Propofol from a single use 

vial to more than one patient contrary to the express product labeling of said drug and in 

violation of universally accepted safety precautions for the administration of said drug; 

and/or (3) by directly reusing and/or directly or indirectly instioicting said employees, and/or 

creating an employment environment in which said employees were pressured to reuse 

syringes and/or needles and/or biopsy forceps and/or snares and/or bite bloclcs contrary to 

the express product labeling of said items, and/or in violation of universally accepted safety 

precautions for the use of said items; and/or (4) by directly limiting and/or directly or 

indirectly instructing said employees, and/or creating an employment environment in which 

said employees were pressured to limit the use of medical supplies necessary to conduct safe 

endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing
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1 patients through said endoscopy center ahd/or rushing patient procedures at the expense of

2 patient safety and/or well being and/or directly or indirectly instructing said employees,

3 and/or creating an employment environment in which said employees were pressured to

4 falsely prechart patient records and/or rush patients through said endoscopy center and/or

5 rush patient procedures at the expense of patient safety and/or well being; and/or (6) by

6 directly or indirectly scheduling and/or treating an unreasonable number of patients per day

7 which resulted in substandard care and/or jeopardized the safety and/or well being of said

8 patients; and/or (7) by directly failing to adequately clean and/or prepare endoscopy scopes,

9 contrary to the express manufacturers guidelines for the handling and processing of said

10 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use

11 of said scopes and/or directly or indirectly instructing said employees, and/or creating an

12 employment environment in which said employees were inadequately trained and/or

13 pressured to provide endoscopy scopes for patient procedures that were not adequately

14 cleaned and/or prepared contrary to the express manufacturers guidelines for the handling

15 and processing of said endoscopy scopes, ^d /o r in violation of universally accepted safety

16 precautions for the use of said scopes; Defendants being responsible under one or more of

17 the following principles of criminal liability, to wit: (1) by directly committing said acts;

18 and/or (2) aiding or abetting each other in the commission of the crime by directly or

19 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

20 and/or others to commit said acts. Defendants acting with the intent to commit said crime,

21 and/or (3) pursuant to a conspiracy to commit this crime.

22 COUNT 11 - CRIMINAL NEGLECT OF PATIENTS

23 Defendants, on or about September 21, 2007, being professional caretakers of

24 RUDOLFO MEANA, did act or omit to act in an aggravated, reckless or gross manner,

25 failing to provide such service, care or supervision as is reasonable and necessary to

26 maintain the health or safety of said RUDOLFO MEANA, resulting in substantial bodily

27 harm to RUDOLFO MEANA, said acts or omissions being such a departure from what

28 would be the conduct of an ordinarily prudent, careful person under the same circumstances
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1 that it is contrary to a proper regard for Sanger to human life or constitutes indifference to

2 the resulting consequences, said consequences of the negligent act or omission being

3 reasonably foreseeable; said danger to human life not being the result of inattention,

4 mistaken judgment or misadventure, but the natural and probable result of said aggravated

5 reckless or grossly negligent act or omission, by performing one or more of the following

6 acts: (1) by directly or indirectly instructing employees of the Endoscopy Center of

7 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

8 from a single use vial to more than on^ patient contraiy to the express product labeling of

9 said drug and in violation of universally accepted safety precautions for the administration of

10 said drug; and/or (2) by creating an employment environment in which said employees were

11 pressured to administer one or more doses of the anesthetic drug Propofol from a single use

12 vial to more than one patient contrary to the express product labeling of said drug and in

13 violation of universally accepted safety precautions for the administration of said drug;

14 and/or (3) by directly or indirectly instructing said employees, and/or creating an

15 employment environment in which said employees were pressured to reuse syringes and/or

16 needles and/or biopsy forceps and/or snares and/or bite blocks contrary to the express

17 product labeling of said items, and/or in violation of universally accepted safety precautions

18 for the use of said items; and/or (4) by directly or indirectly instructing said employees,

19 and/or creating an employment environment in which said employees were pressured to limit

20 the use of medical supplies necessary to conduct safe endoscopic procedures; and/or (5) by

21 directly or indirectly instructing said employees, and/or creating an employment

22 environment in which said employees were pressured to falsely prechart patient records

23 and/or rush patients through said endoscopy center and/or rush patient procedures at the

24 expense of patient safety and/or well being; and/or (6) by directly or indirectly scheduling

25 and/or treating an unreasonable number of patients per day which resulted in substandard

26 care and/or jeopardized the safety and/or well being of said patients; and/or (7) by directly or

27 indirectly instructing said employees, and/or creating an employment environment in which

28 said employees were inadequately trained and/or pressured to provide endoscopy scopes for
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1 patient procedures that were not adequately cleaned and/or prepai-ed contrary to the express

2 manufacturers guidelines for the handling and processing of said endoscopy scopes, and/or

3 in violation of universally accepted safety precautions for the use of said scopes; and/or (8)

4 by methods unknown; for the purpose of enhancing the financial profit of ECSN, said act(s)

5 or omission(s) causing the transmission of Hepatitis C virus from patient KE>TNETH

6 RUBINO to patient RUDOLFO MEANA, who was not previously infected with the

7 Hepatitis C virus; Defendants being responsible under one or more of the following

8 principles of criminal liability, to wit: (1) by directly committing said acts; and/or (2) aiding

9 or abetting each other in the commission of the crime by directly or indirectly counseling,

10 encouraging, hiring, commanding, inducing, or procuring each other, and/or others to

11 commit said acts. Defendants acting with the intent to commit said crime, and/or (3)

12 pursuant to a conspiracy to commit this crime.

13 COUNT 12 - INSURANCE FRAUD

14 Defendants did, on or about September 21, 2007, knowingly and willfully present, or

15 cause to be presented a statement as a part of, or in support of, a claim for payment or other

16 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

17 Statutes, knowing that the statement concealed or omitted facts, or contained false or

18 misleading information concerning a fact material to said claim; and/or did assist, abet,

19 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a

20 producer, a broker or any agent thereof, knowing that said statement concealed or omitted

21 facts, or did contain false or misleading information concerning a fact material to a claim for

22 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

23 Revised Statutes, by falsely representing to SECURE HORIZONS and/or PACIFICARE that

24 the billed anesthesia time and/or charges for the endoscopic procedure perfonned on

25 RUDOLFO MEANA were more than the actual anesthetic time and/or charges, said false

26 representation resulting in the payment of money to Defendants and/or their medical practice

27 and/or the racketeering enterprise which exceeded that which would have normally been

28 allowed for said procedure; Defendants being responsible under one or more of the
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following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

(2) aiding or abetting each other in the commission of the crime by directly or indirectly 

counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or 

others to commit said acts. Defendants acting with the intent to commit said crime, and/or

(3) pursuant to a conspiracy to commit this crime.

COUNT 13 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS 
OR PROPERTY

Defendants did on or about September 21, 2007, then and there willfully and 

unlawfully perform acts in willful or wanton disregard of the safety of persons or property 

resulting in substantial bodily harm to PATTY ASPINWALL, in the following manner, to- 

wit; by Defendants performing one or more of the following acts; (1) by directly 

administering and/or directly or indirectly instructing employees of the Endoscopy Center of 

Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol 

firom a single use vial to more than one patient contrary to the express product labeling of 

said drug and in violation of universally accepted safety precautions for the administration of 

said drug; and/or (2) by creating an employment environment in which said employees were 

pressured to administer one or more doses of the anesthetic drug Propofol from a single use 

vial to more than one patient contrary to the express product labeling of said drug and in 

violation of universally accepted safety precautions for the administration of said drug; 

and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or 

creating an employment environment in which said employees were pressured to reuse 

syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to 

the express product labeling of said items, and/or in violation of universally accepted safety 

precautions for the use of said items; and/or (4) by directly limiting and/or directly or 

indirectly instmcting said employees, and/or creating an employment environment in which 

said employees were pressured to limit the use of medical supplies necessai7  to conduct safe 

endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing 

patients through said endoscopy center and/or rushing patient procedures at the expense of
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1 patient safety and/or well being and/or directly or indirectly instmcting said employees,

2 and/or creating an employment environment in which said employees were pressured to

3 falsely prechart patient records and/or rush patients through said endoscopy center and/or

4 rush patient procedures at the expense of patient safety and/or well being; and/or (6) by

5 directly or indirectly scheduling and/or treating an mu'easonable number of patients per day

6 which resulted in substandard care and/or jeopardized the safety and/or well being of said

7 patients; and/or (7) by directly failing to adequately clean and/or prepare endoscopy scopes,

8 contrary to the express manufacturers guidelines for the handling and processing of said

9 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use

10 of said scopes and/or directly or indirectly instructing said employees, and/or creating an

11 employment environment in which said employees were inadequately trained and/or

12 pressured to provide endoscopy scopes for patient procedures that were not adequately

13 cleaned and/or prepared contrary to the express manufacturers guidelines for the handling

14 and processing of said endoscopy scopes, and/or in violation of universally accepted safety

15 precautions for the use of said scopes; Defendants being responsible under one or more of

16 tlie following principles of criminal liability, to wit; (1) by directly committing said acts;

17 and/or (2) aiding or abetting each other in the commission of the crime by directly or

18 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

19 and/or others to commit said acts, Defendants acting with the intent to commit said crime,

20 and/or (3) pursuant to a conspiracy to commit this crime.

21 COUNT 14 - CRIMINAL NEGLECT OF PATIENTS

22 Defendants, on or about September 21, 2007, being professional caretakers of

23 PATTY ASPINWALL, did act or omit to act in an aggravated, reckless or gross manner,

24 failing to provide such service, care or supei-vision as is reasonable and necessary to

25 maintain the health or safety of said PATTY ASPINWALL, resulting in substantial bodily

26 harm to PATTY ASPINWALL, said acts or omissions being such a departure from what

27 would be the conduct of an ordinarily prudent, cai-eful person under the same circumstances

28 that it is contrary to a proper regard for danger to human life or constitutes indifference to
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1 the resulting consequences, said consequences of the negligent act or omission being

2 reasonably foreseeable; said danger to human life not being the result of inattention,

3 mistaken judgment or misadventure, but the natural and probable result of said aggi'avated

4 reckless or grossly negligent act or omission, by performing one or more of the following

5 acts: (1) by directly or indirectly instructing employees of the Endoscopy Center of

6 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

7 from a single use vial to more than one patient contrary to the express product labeling of

8 said drug and in violation of universally accepted safety precautions for the administration of

9 said drug; and/or (2) by creating an employment environment in v/hich said employees were

10 pressured to administer one or more doses of the anesthetic drug Propofol from a single use

11 vial to more than one patient contrary to the express product labeling of said drug and in

12 violation of universally accepted safety precautions for the administration of said drug;

13 and/or (3) by directly or indirectly instructing said employees, and/or creating an

14 employment environment in which said employees were pressured to reuse syringes and/or

15 needles and/or biopsy forceps and/or snares and/or bite blocks contrary to the express

16 product labeling of said items, and/or in violation of universally accepted safety precautions

17 for the use of said items; and/or (4) by directly or indirectly instructing said employees,

18 and/or creating an employment environment in which said employees were pressured to limit

19 the use of medical supplies necessary to conduct safe endoscopic procedures; and/or (5) by

20 directly or indirectly instructing said employees, and/or creating an employment

21 environment in which said employees were pressured to falsely prechart patient records

22 and/or rush patients through said endoscopy center and/or rush patient procedures at the

23 expense of patient safety and/or well being; and/or (6) by directly or indirectly scheduling

24 and/or treating an unreasonable number of patients per day which resulted in substandard

25 care and/or jeopardized the safety and/or well being of said patients; and/or (7) by directly or

26 indirectly instructing said employees, and/or creating an employment environment in which

27 said employees were inadequately trained and/or pressured to provide endoscopy scopes for

28 patient procedures that were not adequately cleaned and/or prepared contrary to the express
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1 manufacturers guidelines for the handling and processing of said endoscopy scopes, and/or

2 in violation of universally accepted safety precautions for the use of said scopes; and/or (8)

3 by methods unknown; for the purpose of enhancing the financial profit of ECSN, said act(s)

4 or omission(s) causing the transmission of Hepatitis C virus from patient KENNETH

5 RUBINO to patient PATTY ASPINWALL, who was not previously infected with the

6 Hepatitis C virus; Defendants being responsible under one or more of the following

7 principles of criminal liability, to wit: (1) by directly committing said acts; and/or (2) aiding

8 or abetting each other in the commission of the crime by directly or indirectly counseling,

9 encouraging, hiring, commanding, inducing, or procuring each other, and/or others to

10 commit said acts. Defendants acting with the intent to commit said crime, and/or (3)

11 pursuant to a conspiracy to commit this crime.

12 COUNT 15 - INSURANCE FRAUD

13 Defendants did, on or about September 21, 2007, knowingly and willfully present, or

14 cause to be presented a statement as a part of, or in support of, a claim for payment or other

15 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

16 Statutes, knowing that the statement concealed or omitted facts, or contained false or

17 misleading infonnation concerning a fact material to said claim; and/or did assist, abet,

18 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a

19 producer, a broker or any agent thereof, knowing that said statement concealed or omitted

20 facts, or did contain false or misleading information concerning a fact material to a claim for

21 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

22 Revised Statutes, by falsely representing to ANTHEM BLUE CROSS AND BLUE

23 SHIELD that the billed anesthesia time and/or charges for the endoscopic procedure

24 performed on PATTY ASPINWALL were more than the actual anesthetic time and/or

25 charges, said false representation resulting in the payment of money to Defendants and/or

26 their medical practice and/or the racketeering enterprise which exceeded that which would

27 have normally been allowed for said procedure; Defendants being responsible under one or

28 more of the following principles of criminal liability, to wit: (1) by directly committing said
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1 acts; and/or (2) aiding or abetting each other in the commission of the crime by directly or

2 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

3 and/or others to commit said acts, Defendants acting with the intent to commit said crime,

4 and/or (3) pursuant to a conspiracy to commit this crime.

5 COUNT 16 - INSURANCE FRAUD ,

6 Defendants did, on or about September 21, 2007, icnowingly and willfully present, or

7 cause to be presented a statement as a part of, or in support of, a claim for payment or other

8 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

9 Statutes, knowing that the statement concealed or omitted facts, or contained false or

10 misleading information concerning a fact material to said claim; and/or did assist, abet,

11 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a

12 producer, a broker or any agent thereof, knowing that said statement concealed or omitted

13 facts, or did contain false or misleading information concerning a fact materia! to a claim for

14 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

15 Revised Statutes, by falsely representing to UNITED HEALTH SERVICES that the billed

16 anesthesia time and/or charges for the endoscopic procedure performed on PATTY

17 ASPINWALL were more than the actual anesthetic time and/or charges, said false

18 representation resulting in the payment of money to Defendants and/or their medical practice

19 and/or the racketeering enterprise which exceeded that which would have normally been

20 allowed for said procedure; Defendants being responsible under one or more of the

21 following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

22 (2) aiding or abetting each other in the commission of the crime by directly or indirectly

23 counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or

24 others to commit said acts. Defendants acting with the intent to commit said crime, and/or

25 (3) pursuant to a conspiracy to commit this crime.

26 COUNT 17 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS
OR PROPERTY

27

28 Defendants did on or about September 21, 2007, then and there willfially and
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1 unlawfully perform acts in willful or wanton disregard of the safety of persons or propeity

2 resulting in substantial bodily harm to SONIA ORELLANA-RIVERA, in the following

3 manner, to-wit: by Defendants performing one or more of the following acts: (1) by directly

4 administering and/or directly or indirectly instnicting employees of the Endoscopy Center of

5 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

6 from a single use vial to more than one patient contrary to the express product labeling of

7 said drug and in violation of universally accepted safety precautions for the administration of

8 said drug; and/or (2) by creating an employment environment in which said employees were

9 pressured to administer one or more doses of the anesthetic drug Propofol from a single use

10 vial to more than one patient contrary to the express product labeling of said drug and in

11 violation of universally accepted safety precautions for the administration of said drug;

12 and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or

13 creating an employment envirormient in which said employees were pressured to reuse

14 syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to

15 the express product labeling of said items, and/or in violation of universally accepted safety

16 precautions for the use of said items; and/or (4) by directly limiting and/or directly or

17 indirectly instructing said employees, and/or creating an employment environment in which

18 said employees were pressured to limit the use of medical supplies necessary to conduct safe

19 endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing

20 patients through said endoscopy center and/or rushing patient procedures at the expense of

21 patient safety and/or well being and/or directly or indirectly instructing said employees,

22 and/or creating an employment environment in which said employees were pressured to

23 falsely prechart patient records and/or rush patients through said endoscopy center and/or

24 rush patient procedures at the expense of patient safety and/or well being; and/or (6) by

25 directly or indirectly scheduling and/or treating an unreasonable number of patients per day

26 which resulted in substandard care and/or jeopardized tlie safety and/or well being of said

27 patients; and/or (7) by directly failing to adequately clean and/or prepare endoscopy scopes,

28 contrary to the express manufacturers guidelines for the handling and processing of said
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1 endoscopy scopes, and/or in violation of univei-sally accepted safety precautions for the use

2 of said scopes and/or directly or indirectly instructing said employees, and/or creating an

3 employment environment in which said employees were inadequately trained and/or

4 pressured to provide endoscopy scopes for patient procedures that were not adequately

5 cleaned and/or prepared contrary to the express manufacturers guidelines for the handling

6 and processing of said endoscopy scopes, and/or in violation of universally accepted safety

7 precautions for the use of said scopes; Defendants being responsible under one or more of

8 the following principles of criminal liability, to wit: (1) by direcdy committing said acts;

9 and/or (2) aiding or abetting each other in the commission of the crime by directly or

10 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

11 and/or others to commit said acts. Defendants acting with the intent to commit said crime,

12 and/or (3) pursuant to a conspiracy to commit this crime.

13 COUNT 18 - CRIMINAL NEGLECT OF PATIENTS

14 Defendants, on or about September 21, 2007, being professional caretakers of SONIA

15 ORELLANA-RIVERA, did act or omit to act in an aggravated, reckless or gross maimer,

16 failing to provide such service, care or supervision as is reasonable and necessary to

17 maintain the health or safety of said SONIA ORELLANA-RTVERA, resulting in substantial

18 bodily harm to SONIA ORELLANA-RIVERA, said acts or omissions being such a

19 departure fi:om what would be the conduct of an ordinarily prudent, careful person under the

20 same circumstances that it is contrary to a proper regard for danger to human life or

21 constitutes indifference to the resulting consequences, said consequences of the negligent act

22 or omission being reasonably foreseeable; said danger to human life not being the result of

23 inattention, mistaken judgment or misadventure, but the natural and probable result of said

24 aggravated reckless or gi-ossly negligent' act or omission, by performing one or more of the

25 following acts: (1) by directly or indirectly instructing employees of the Endoscopy Center

26 of Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug

27 Propofol from a single use vial to more than one patient contrary to the express product

28 labeling of said drug and in violation of universally accepted safety precautions for the
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1 administration of said drug; and/or (2) by creating an employment environment in which

2 said employees v^ere pressured to administer one or more doses of the anesthetic drug

3 Propofol from a single use vial to more than one patient contrary to the express product

4 labeling of said drug and in violation of universally accepted safety precautions for the

5 administration of said drug; and/or (3) by directly or indirectly instructing said employees,

6 and/or creating an employment environment in which said employees were pressured to

7 reuse syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary

8 to the express product labeling of said items, and/or in violation of universally accepted

9 safety precautions for the use of said items; and/or (4) by directly or indirectly instructing

10 said employees, and/or creating an employment environment in which said employees were

11 pressured to limit the use of medical supplies necessary to conduct safe endoscopic

12 procedures; and/or (5) by directly or indirectly mstructing said employees, and/or creating an

13 employment environment in which said employees were pressured to falsely prechart patient

14 records and/or rush patients through said endoscopy center and/or rush patient procedures at

15 the expense of patient safety and/or well being; and/or (6) by directly or indirectly

16 scheduling and/or treating an unreasonable number of patients per day which resulted in

17 substandard care and/or jeopardized the safety and/or well being of said patients; and/or (7)

18 by directly or indirectly instructing said employees, and/or creating an employment

19 environment in which said employees were inadequately trained and/or pressured to provide

20 endoscopy scopes for patient procedures that were not adequately cleaned and/or prepared

21 contrary to the express manufacturers guidelines for the handling and processing of said

22 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use

23 of said scopes; and/or (8) by methods unknown; for the purpose of enhancing the financial

24 profit of ECSN, said act(s) or omission(s) causing the transmission of Hepatitis C virus from

25 patient KENNETH RUBINO to patient SONIA ORELLANA-RIVERA, who was not

26 previously infected with the Hepatitis C virus; Defendants being responsible under one or

27 more of the following principles of criminal liability, to wit: (1) by directly committing said

28 acts; and/or (2) aiding or abetting each other in the commission of the crime by directly or
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1 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other, 

and/or others to commit said acts, Defendants acting with the intent to commit said crime, 

and/or (3) pursuant to a conspiracy to commit this crime.

COUNT 19 - INSURANCE FRAUD

Defendants did, on or about September 21, 2007, knowingly and willfully present, or 

cause to be presented a statement as a part of, or in support of, a claim for payment or other 

benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised 

Statutes, icnowing that the statement concealed or omitted facts, or contained false or 

misleading information concerning a fact material to said claim; and/or did assist, abet, 

solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a 

producer, a broker or any agent thereof, knowing that said statement concealed or omitted 

facts, or did contain false or misleading information concerning a fact material to a claim for 

payment or other benefits under such policy issued pursuant to Title 57 of the Nevada 

Revised Statutes, by falsely representing to CULINARY WORKERS HEALTH FUND that 

the billed anesthesia time and/or charges for the endoscopic procedure performed on SONIA 

ORELLANA-RTVERA were more than the actual anesthetic time and/or charges, said false 

representation resulting in the payment of money to Defendants and/or their medical practice 

and/or the racketeering enterprise which exceeded that which would have normally been 

allowed for said procedure; Defendants being responsible under one or more of the 

following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

(2) aiding or abetting each other in the commission of the crime by directly or indirectly 

counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or 

others to commit said acts. Defendants acting with the intent to commit said crime, and/or

(3) pursuant to a conspiracy to commit this crime,

COUNT 20 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS 
OR PROPERTY

Defendants did on or about September 21, 2007, then and there willfully and 

unlawfully perform acts in willful or wanton disregai'd of the safety of persons or property
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1 resulting in substantial bodily harm to CAROLE GRUESKIN, in the following manner, to-

2 wit: by Defendants performing one or more of the following acts: (1) by directly

3 administering and/or directly or indirectly insti'ucting employees of the Endoscopy Center of

4 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

5 from a single use vial to more than one patient contrary to the express product labeling of

6 said drug and in violation of universally accepted safety precautions for the administration of

7 said drug; and/or (2) by creating an employment environment in which said employees were

8 pressured to administer one or more doses of the anesthetic drug Propofol from a single use

9 vial to more than one patient contrary to the express product labeling of said drug and in

10 violation of universally accepted safety precautions for the administration of said drug;

11 and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or

12 creating an employment environment in which said employees were pressured to reuse

13 syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to

14 the express product labeling of said items, and/or in violation of universally accepted safety

15 precautions for the use of said items; and/or (4) by directly limiting and/or directly or

16 indirectly instructing said employees, and/or creating an employment environment in which

17 said employees were pressured to limit the use of medical supplies necessary to conduct safe

18 endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing

19 patients through said endoscopy center and/or rushing patient procedures at tlie expense of

20 patient safety and/or well being and/or directly or indirectly instructing said employees,

21 and/or creating an employment environment in which said employees were pressured to

22 falsely prechart patient records and/or rush patients through said endoscopy center and/or

23 rush patient procedures at the expense of patient safely and/or well being; and/or (6) by

24 directly or indirectly scheduling and/or treating an unreasonable number of patients per day

25 which resulted in substandai'd care and/or jeopardized the safety and/or well being of said

26 patients; and/or (7) by directly failing to adequately clean and/or prepare endoscopy scopes,

27 contraiy to the express manufacturers guidelines for the handling and processing of said

28 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use
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1 of said scopes and/or directly or indirectly instructing said employees, and/or creating an

2 employment environment in which said employees were inadequately trained and/or

3 pressured to provide endoscopy scopes for patient procedures that were not adequately

4 cleaned and/or prepared contrary to the express manufacturers guidelines for the handling

5 and processing of said endoscopy scopes, and/or in violation of universally accepted safety

6 precautions for the use of said scopes; Defendants being responsible under one or more of

7 the following principles of criminal liability, to wit: (1) by directly committing said acts;

8 and/or (2) aiding or abetting each other in the commission of the crime by directly or

9 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

10 and/or others to commit said acts, Defendants acting with the intent to commit said crime,

11 and/or (3) pursuant to a conspiracy to commit this crime.

12 COUNT 21- CRIMINAL NEGLECT OF PATIENTS

13 Defendants, on or about September 21, 2007, being professional caretakers of

14 CAROLE GRUESKJN, did act or omit to act in an aggravated, reckless or gross manner,

15 failing to provide such service, care or supervision as is reasonable and necessary to

16 maintain the health or safety of said CAROLE GRUESKIN, resulting in substantial bodily

17 harm to CAROLE GRUESKIN, said acts or omissions being such a departure from what

18 would be the conduct of an ordinarily prudent, careful person under the same circumstances

19 that it is contrary to a proper regard for danger to human life or constitutes indifference to

20 the resulting consequences, said consequences of the negligent act or omission being

21 reasonably foreseeable; said danger to human life not being the result of inattention,

22 mistaken judgment or misadventure, but the natural and probable result of said aggravated

23 reckless or grossly negligent act or omission, by performing one or more of the following

24 acts: (1) by directly or indirectly instructing employees of the Endoscopy Center of

25 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

26 from a single use vial to more than one patient contrary to the express product labeling of

27 said drug and in violation of universally accepted safety precautions for the administration of

28 said dmg; and/or (2) by creating an employment environment in which said employees were

26

0026



1

2

3

4

5

6

7

8 

9

10

11

12

13

14

15

16

17

18

19

20 

21 

22

23

24

25

26

27

28

pressured to administer one or more doses of the anesthetic drug Propofol from a single use 

vial to more than one patient contrary to the express product labeling of said drug and in 

violation of universally accepted safety precautions for the administration of said drug; 

and/or (3) by directly or indirectly instructing said employees, and/or creating an 

employment environment in which said employees were pressured to reuse syringes and/or 

needles and/or biopsy forceps and/or snares and/or bite blocks contrary to the express 

product labeling of said items, and/or in violation of universally accepted safety precautions 

for the use of said items; and/or (4) by directly or indirectly instructing said employees, 

and/or creating an employment environment in which said employees were pressured to limit 

the use of medical supplies necessary to conduct safe endoscopic procedures; and/or (5) by 

directly or indirectly instructing said employees, and/or creating an employment 

environment in which said employees were pressured to falsely prechart patient records 

and/or rush patients through said endoscopy center and/or rush patient procedures at the 

expense of patient safety and/or well being; and/or (6) by directly or indirectly scheduling 

and/or treating an unreasonable number of patients per day which resulted in substandard 

care and/or jeopardized the safety and/or well being of said patients; and/or (7) by directly or 

indirectly instructing said employees, and/or creating an employment environment in which 

said employees were inadequately trained and/or pressured to provide endoscopy scopes for 

patient procedures that were not adequately cleaned and/or prepared contrary to the express 

manufacturers guidelines for the handling and processing of said endoscopy scopes, and/or 

in violation of universally accepted safety precautions for the use of said scopes; and/or (8) 

by methods unknown; for the purpose of enhancing the financial profit of ECSN, said act(s) 

or omission(s) causing the transmission of Hepatitis C virus from patient KENNETH 

RUBINO to patient CAROLE GRUESKIN, who was not previously infected with the 

Hepatitis C virus; Defendants being responsible under one or more of the following 

principles of criminal liability, to wit: (1) by directly committing said acts; and/or (2) aiding 

or abetting each other in the commission of the crime by directly or indirectly counseling, 

encouraging, hiring, commanding, inducing, or procuring each other, and/or others to
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1 commit said acts, Defendants acting with the intent to commit said crime, and/or (3)

2 pursuant to a conspiracy to commit this crime.

3 COUNT 22 - INSURANCE FRAUD

4 Defendants did, on or about September 21, 2007, knowingly and willfiilly present, or

5 cause to be presented a statement as a part of, or in support of, a claim for payment or other

6 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

7 Statutes, knowing that the statement concealed or omitted facts, or contained false or

8 misleading information concerning a fact material to said claim; and/or did assist, abet,

9 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a

10 producer, a broker or any agent thereof, knowing that said statement concealed or omitted

11 facts, or did contain false or misleading information concerning a fact material to a claim for

12 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

13 Revised Statutes, by falsely representing to HEALTH PLAN OF NEVADA that the billed

14 anesthesia time and/or charges for the endoscopic procedure performed on CAROLE

15 GRUESKIN were more than the actual anesthetic time and/or charges, said false

16 representation resulting in the payment of money to Defendants and/or their medical practice

17 and/or the racketeering enterprise which exceeded that which would have normally been

18 allowed for said procedure; Defendants being responsible under one or more of the

19 following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

20 (2) aiding or abetting each other in the commission of the crime by directly or indirectly

21 counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or

22 others to commit said acts, Defendants acting with the intent to commit said crime, and/or

23 (3) pursuant to a conspiracy to commit this crime.

24 COUNT 23 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS
OR PROPERTY

25

26 Defendants did on or about September 21, 2007, then and there willfully and

27 unlawfully perform acts in willful or wanton disregard of the safety of persons or properly

28 resulting in substantial bodily harm to GWENDOLYN MARTIN, in the following manner,
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1 to-wit: by Defendants performing one or more of the following acts: (1) by directly

2 administering and/or directly or indirectly instructing employees of the Endoscopy Center of

3 Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol

4 from a single use vial to more than one patient contrary to the express product labeling of

5 said drug and in violation of universally accepted safety precautions for the administration of

6 said drug; and/or (2) by creating an employment environment in which said employees were

7 pressured to administer one or more doses of the anesthetic drug Propofol from a single use

8 vial to more than one patient contrary to the express product labeling of said drug and in

9 violation of universally accepted safety precautions for the administration of said drug;

10 and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or

11 creating an employment environment in which said employees were pressured to reuse

12 syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to

13 the express product labeling of said iterns, and/or in violation of universally accepted safety

14 precautions for the use of said items; and/or (4) by directly limiting and/or directly or

15 indirectly instructing said employees, and/or creating an employment environment in which

16 said employees were pressured to limit the use of medical supplies necessary to conduct safe

17 endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing

18 patients through said endoscopy center and/or rushing patient procedures at the expense of

19 patient safety and/or well being and/or directly or indirectly instructing said employees,

20 and/or creating an employment environment in which said employees were pressured to

21 falsely prechart patient records and/or rush patients through said endoscopy center and/or

22 rush patient procedures at the expense of patient safety and/or well being; and/or (6) by

23 directly or indirectly scheduling and/or treating an unreasonable number of patients per day

24 which resulted in substandard care and/or jeopardized the safety and/or well being of said

25 patients; and/or (7) by directly failing to adequately clean and/or prepare endoscopy scopes,

26 contrary to the express manufacturers guidelines for the handling and processing of said

27 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use

28 of said scopes and/or directly or indirectly instructing said employees, and/or creating an
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1 employment environment in which said employees were inadequately trained and/or

2 pressured to provide endoscopy scopes for patient procedures that were not adequately

3 cleaned and/or prepared contrary to the express manufacturers guidelines for the handling

4 and processing of said endoscopy scopes, and/or in violation of universally accepted safety

5 precautions for the use of said scopes; Defendants being responsible under one or more of

6 the following principles of criminal liability, to wit: (1) by directly committing said acts;

7 and/or (2) aiding or abetting each other in the commission of the crime by directly or

8 indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other,

9 and/or others to commit said acts, Defendants acting with the intent to commit said crime,

10 and/or (3) pursuant to a conspiracy to commit this crime.

11 COUNT 24 - CRIMINAL NEGLECT OF PATIENTS

12 Defendants, on or about September 21, 2007, being professional caretakers of

13 GWENDOLYN MARTIN, did act or omit to act in an aggravated, reckless or gross manner,

14 failing to provide such service, care or supervision as is reasonable and necessary to

15 maintain the health or safety of said GWENDOLYN MARTIN, resuhing in substantial

16 bodily harm to GWENDOLYN MARTIN, said acts or omissions being such a departure

17 from what would be the conduct of an ordinarily prudent, careful person under the same

18 circumstances that it is contrary to a proper regard for danger to human life or constitutes

19 indifference to the resulting consequences, said consequences of the negligent act or

20 omission being reasonably foreseeable; said danger to human life not being the result of

21 inattention, mistaken judgment or misadventure, but the natural and probable result of said

22 aggravated reckless or grossly negligent act or omission, by performing one or more of the

23 following acts: (1) by directly or indirectly instructing employees of the Endoscopy Center

24 of Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug

25 Propofol from a single use vial to more than one patient contrary to the express product

26 labeling of said drug and in violation of universally accepted safety precautions for the

27 administration of said drug; and/or (2) by creating an employment environment in which

28 said employees were pressured to administer one or more doses of the anesthetic drug
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1 Propofol from a single use vial to more than one patient contrary to the express product

2 labeling of said drug and in violation of universally accepted safety precautions for the

3 administration of said drug; and/or (3) by directly or indirectly instructing said employees,

4 and/or creating an employment environment in which said employees were pressured to

5 reuse syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary

6 to the express product labeling of said items, and/or in violation of universally accepted

7 safety precautions for the use of said items; and/or (4) by directly or indirectly instructing

8 said employees, and/or creating an employment environment in which said employees were

9 pressured to limit the use of medical supplies necessary to conduct safe endoscopic

10 procedures; and/or (5) by directly or indirectly instructing said employees, and/or creating an

11 employment environment in which said employees were pressured to falsely prechart patient

12 records and/or rush patients through said endoscopy center and/or rush patient procedures at

13 the expense of patient safety and/or well being; and/or (6) by directly or indirectly

14 scheduling and/or treating an unreasonable number of patients per day which resulted in

15 substandard care and/or jeopardized the safety and/or well being of said patients; and/or (7)

16 by directly or indirectly instructing said employees, and/or creating an employment

17 environment in which said employees were inadequately trained and/or pressured to provide

18 endoscopy scopes for patient procedures that were not adequately cleaned and/or prepared

19 contrary to the express manufacturers guidelines for the handling and processing of said

20 endoscopy scopes, and/or in violation of universally accepted safety precautions for the use

21 of said scopes; and/or (8) by methods unknown; for the purpose of enhancing the financial

22 profit of ECSN, said act(s) or omission(s) causing the transmission of Hepatitis C virus from

23 patient KENNETH RUBINO to patient GWENDOLYN MARTIN, who was not previously

24 infected with the Hepatitis C virus; Defendants being responsible under one or more of the

25 following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

26 (2) aiding or abetting each other in the commission of the crime by directly or indirectly

27 counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or

28 / / /
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1 others to commit said acts. Defendants acting with the intent to commit said crime, and/or

2 (3) pursuant to a conspiracy to commit this crime.

3 COUNT 25 - INSURANCE FRAUD

4 Defendants did, on or about September 21, 2007, knowingly and willftilly present, or

5 cause to be presented a statement as a part of, or in support of, a claim for payment or other

6 benefits under a policy of insurance issued pursuant to Title 57 of the Nevada Revised

7 Statutes, loiowing that the statement concealed or omitted facts, or contained false or

8 misleading information concerning a fact material to said claim; and/or did assist, abet,

9 solicit or conspire to present or cause to be presented a statement to an insurer, a reinsurer, a

10 producer, a broker or any agent thereof, knowing that said statement concealed or omitted

11 facts, or did contain false or misleading information concerning a fact material to a claim for

12 payment or other benefits under such policy issued pursuant to Title 57 of the Nevada

13 Revised Statutes, by falsely representing to PACIFIC CARE that the billed anesthesia time

14 and/or charges for the endoscopic procedure performed on GWENDOLYN MARTIN were

15 more than the actual anesthetic time and/or charges, said false representation resulting in the

16 payment of money to Defendants and/or their medical practice and/or the racketeering

17 enterprise which exceeded that which would have normally been allowed for said procedure;

18 Defendants being responsible under one or more of the following principles of criminal

19 liability, to wit: (1) by directly committing said acts; and/or (2) aiding or abetting each other

20 in the commission of the crime by directly or indirectly counseling, encouraging, hiring,

21 commanding, inducing, or procuring each other, and/or others to commit said acts,

22 Defendants acting with the intent to commit said crime, and/or (3) pursuant to a conspiracy

23 to commit this crime.

24 COUNT 26-THEFT

25 Defendants did, between July 25, 2007 and December 31, 2007, then and there

26 knowingly, feloniously, and without lawful authority, commit theft by obtaining personal

27 property in the amount of $250.00, or more, lawfial money of the United States, fi'om

28 STACY HUTCHINSON, ICENNETH RUBINO, PATTY ASPINWALL, SHARRIEFF
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1 ZIYAD, MICHAEL WASHINGTON, CAROLE GRUESKIN and RODOLFO MEANA, 

and/or ANTHEM BLUE CROSS AND BLUE SHIELD, HEALTHCARE PARTNERS OF 

NEVADA, UNITED HEALTH SERVICES, VETERANS ADMINISTRATION and 

SECURED HORIZONS, by a material misrepresentation with intent to deprive those 

persons of the property, in the following manner, to-wit: by falsely representing that the 

billed anesthesia time and/or charges for the endoscopic procedure performed on STACY 

HUTCHINSON, KENNETH RUBINO, PATTY ASPINWALL, SHARRIEFF ZIYAD, 

MICHAEL WASHINGTON, CAROLE GRUESKIN and RODOLFO MEANA, were more 

than the actual anesthetic time and/or charges, said false representation resulting in the 

payment of money to Defendants and/or their medical practice and/or the racketeering 

enterprise, which exceeded that which would have normally been allowed for said 

procedure, thereby obtaining said personal property by a material misrepresentation with 

intent to deprive them of the property. Defendants being responsible under one or more of 

the following principles of criminal liability, to wit: (1) by directly committing said acts; 

and/or (2) aiding or abetting each other in the commission of the crime by directly or 

indirectly counseling, encouraging, hiring, commanding, inducing, or procuring each other, 

and/or others to commit said acts, Defendants acting with the intent to commit said crime, 

and/or (3) pursuant to a conspiracy to commit this crime.

COUNT 27 - OBTAINING MONEY UNDER FALSE PRETENSES

Defendants, did on or between September 20, 2007, and December 31, 2007, with 

intent to cheat and defraud, wilfijlly, unlawfully, feloniously, Icnowingly, designedly, and by 

use of false pretenses, obtain $250.00, or more, lawfiil money of the United States from 

GWENDOLYN MARTIN and/or PACIFICARE, within Las Vegas, Clark County, Nevada, 

in the following manner, to-wit: by falsely representing that the billed anesthesia times 

and/or charges for the endoscopic procedures perforaied on GWENDOLYN MARTIN were 

more than the actual anesthetic times and/or charges, said false representation resulting in the 

payment of money to Defendants and/or the medical practice and/or the racketeering 

enteiprise, which exceeded that which would have normally been allowed for said

33

0033



f  f

1 procedures Defendants being responsible under one or more of the following principles of

2 criminal liability, to wit: (1) by directly committing said acts; and/or (2) aiding or abetting

3 each other in the commission of the crime by directly or indirectly counseling, encouraging,

4 hiring, commanding, inducing, or procxiring each other, and/or others to commit said acts,

5 Defendants acting with the intent to commit said crime, and/or (3) pursuant to a conspiracy

6 to commit this crime.

7 COUNT 28 - OBTAINING MONEY UNDER FALSE PREIENSES

8 Defendants, did on or between September 21, 2007, and December 31, 2007, with

9 intent to cheat and defraud, wilfully, unlawfully, feloniously, knowingly, designedly, and by

10 use of false pretenses, obtain $250.00, or more, lawful money of the United States from

11 SONIA ORELLANA-RIVERA and/or CULINARY WORKERS HEALTH FUND, within

12 Las Vegas, Clark County, Nevada, in the following manner, to-wit: by falsely representing

13 that the billed anesthesia times and/or charges for the endoscopic procedures performed on

14 SONIA ORELLANA-RIVERA were more than the actual anesthetic times and/or charges,

15 said false representation resulting in the payment of money to Defendants and/or the medical

16 practice and/or the racketeering enteiprise, which exceeded that which would have normally

17 been allowed for said procedures Defendants being responsible under one or more of the

18 following principles of criminal liability, to wit: (1) by directly committing said acts; and/or

19 (2) aiding or abetting each other in the commission of the crime by directly or indirectly

20 counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or

21 / / /

22 / / /

23 / / /

24 / / /

25 / / /

26 / / /

27 / / /

28 / / /
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1 Names of witnesses testifying before the Grand Jury:

2 CARRERA, HILARIO

3 DESAI, SAEHAL

4 RIVERA, SONIA ORELLONO

5 ZIYAD, SHARRIEFF

6 MEANA, RODOLFO

7 RUBINO, KENNETH

8 WASHINGTON, MICHAEL

9 GRUESKIN, CAROLE

10 MARTIN, GWENDOLYN

11 HUTCHINSON, STACY

12 ASPINWALL, PATTY

13 CAROL, CLIFFORD

14 LANGLEY, GAYLE, CDC PHYSICIAN

15 SCHAEFER, MELISSA, CDC PHYSICIAN

16 DROBENINE, JAN, CDC LAB SUPERVISOR

17 KHUDYAKOV, YURY, CDC

18 ARMOUR, PATRICIA, NV. HEALTH DISTRICT

19 LABUS, BRIAN, NV HEALTH DISTRICT

20 HAWKINS, MELVIN

21 YEE, THOMAS, ANESTHESIOLOGIST

22 SHARMA, SATISH, ANESTHESIOLOGIST

23 DUENAS, YERENY, INSURANCE CLAIMS

24 YOST, ANNE, NURSE

25 SAGENDORF, VINCENT, CRNA

26 CERDA, RYAN, HEALTH CARE BUSINESS SOLUTIONS

27 VANDRUFF, MARION, MEDICAL ASSISTANT

28 MYERS, ELAINE, CLAIMS DIRECTOR
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1 SPAETH, CORRJNE, CLAIMS DIRECTOR 

GONZALES, PATRICIA, BLUE CROSS DIRECTOR DEPT.

SAMPSON, NANCY, LVMPD 

SAMS, JOANNE, VET ADMIN. CODER 

LOBIANBO, ANNAMARIE, CRNA 

NEMEC, FRANK, GASTROENTEROLOGIST 

CAMPBELL, LYNETTE, RN

SIMS, DOROTHY, BUREAU OF LICENSING AND CERTIFICATION 

KALKA, KATIE. UNITED HEALTH GROUP INV.

KRUEGER, JEFFREY ALEN, RN 

RUSHING, TONYA, OFFICE MGR.

Additional witnesses known to the District Attorney at time of filing the Indictment;

WHITELY, R. LVMPD

FORD, MIKE, LVMPD

HANCOCK, L., LVMPD #7083

KELLEY, J., LVMPD #3716

COE, DANIEL, LVMPD

ARNONE, ANTHONY, LVMPD

GRAY, WARREN, LVMPD

MCILROY, ROBIN, FBI

DESAI, DIPAK, 3093 RED ARROW, LVN 89135

LAKEMAN, RONALD, 700 SHADOW LN #165B, LVN 89106

MATHAHS, KEITH, 10220 BUTTON WILLOW DR., LVN 89134

HERRERO, CARMELO, 1864 WOODHAVEN DR., HNV 89074

KHAN, IKRAM, 3006 S. MARYLAND PKWY, #465 LVN 89109

ANWAR, JAVAID, 3006 MARYLAND PKWY #400, LVN 89109

FISHCHER, GAYLE, 1600 CLIFTON MAIL STOP #G37, ATLANTA, GA. 30333

SHARMA, VISHVINDER, DR. 3212 CEDARDALE PL., LVN 89134
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r

COHAN, DR. CHARLES, POB 4144, SAYLORSBURG, PA 

LOPEZ, J. JULIAN, 7106 SMOKE RANCH RD. #120 LVN 89128 

MALEY, KATIE, 4275 BURNHAM #101, LVN 

HANSEN, IDA

PETERSON, KAREN, 2138 FT. SANDERS ST., HNV 

BIEN, KATHY, 3800 DALECREST DR. #1117, LVN 89129 

CAVETT, JOSHUA, 7829 TATTERS ALL FLAG ST., LVN 89139 

HARRIS, ORELENA (HOLLEMAN), 2816 DESERT SONG, LVN 89106 

GREGORY, MARTHA

HIGUERA, LILIA, 3504 FLOWER, NLVN 89030 

CARAWAY, ANTOINETTE, 1407 BAREBACK CT., HNV 89014 

DRURY, JANINE

JOHNSON, SHONNA S., 22 VIA DE LUCCIA, HNV 89074 

BAILEY, PAULINE, 3416 MONTE CARLO DR., LVN 89121 

FALZONE, LISA, 8024 PEACEFUL WOODS STREET, LVN 89143 

IRVIN, JOHNNA

MCDOWELL, RALPH, 388 SANTA CANDIDA ST., LVN 

RICHVALSKY, KAREN, 3325 NIGUL WAY, LVN 89117 

HUBBARD, LINDA, 515 PARK ROYAL DR., NLVN 89031 

MURPHY, MAGGIE, 10175 W. SPRING MTN RD. #2012 LVN 89117 

RUSSOM, RUTA, 4854 MONTERREY AVE., LVN 89121 

SCHULL, JERRY, 5413 SWEET SHADE ST., LVN 

MCDOWELL, RALPH, 388 SANTA CANDIDA ST., LVN 89138 

SUKHDEO, DANIEL, 3925 LEGEND HILLS ST. #203, LVN 89129 

CLEMMER, DANA MARIE, 4913 FERRELL ST., NLVN 89034 

WEBB, KAREN, 1459 S. 14TH ST., OMAHA, NE 

MIONE, VINCENT, 2408 W. EL CAMPO GRANDE AVE., NLVN 89031 

CHAFFEE, ROD, 9303 GELCREASE #1080, LVN 89149
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1 MCGOWAN, SHANNON, 5420 CARNATION MEADOW ST., LVN 89130

KOSLOY, LESLEE, RN, HEALTH FACILITIES SURVEYOR

HOWARD, NADINE, HEALTH FACILITIES SURVEYOR

WHITAKER, GERALDINE, 701 CARPICE DR. #17B, BOULDER CITY, NV 89005

HUYNH, NGUYEN, 3004 HAZY MEADOW LN„ LVN 89108

MANTHEI, PETER, 7066 AZURE BEACH AZURE ST., LVN 89148

PRESTON, LAWRENCE, 801 S. RANCHO DR., STE C-1, LVN

SHEFNOFF, NEIL, 755 E. MCDOWELL RD., PHOENIX, AZ 85006

GREER, MARY, 3462 SHAMROCK AVE., LVN 89120

SCAMBIO, JEAN, 2920 YUKON FLATS CT., NLVN 89031

LATHROP, CAROL, 1741 AUGUSTA ST., PAHRUMP, NV 89048

PHELPS, LISA, 784 MORMON PEAK ST., OVERTON, NV 89040
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Executive Summary

O n January 2,2008, through routine disease investigation and surveillance activities, die Southern 
Nevada Health District (SNHD) identified a cluster o f  persons who developed acute hepatitis C 
infection and \siio had reported undergoing procedures at the Endoscopy Center o f Southern 
Nevada (ECSN) during the incubation periods o f their illnesses. O f  the d iree  cases identified, one had 
a procedure on July 25, 2007 and two had procedures on September 21,2007.

During an investigation conducted with the Centers for Disease Control and Prevention (CDC) and 
the Nevada State Health Division Bureau o f  Licensure and Certification (BLX:), unsafe injection 
practices were identified that placed patients at risk for exposure to bloodbome pathogens. Disease 
transmission is believed to have occurred through a combination o f  unsafe injection practices that 
were reported by staff members, identified in clinic documentation, and observed by investigators. 
The reuse o f syiinges to access vials could have introduced the blood of patients (and any viruses 
therein) into vials o f propofol, and the vials were then reused for subsequent patients, transmitting 
any contamination to those patients.

As a result o f  the investigation, on February 27,2008, SNHD began the process o f notifying 
approximately 50,000 clinic patients o f  the possible exposure, and recommended that all patients 
who received injected sedatives at ECSN from March o f  2004 through January 11,2008 be tested for 
infection with hepatitis C, hepatitis B, and the human immunodeficiency virus (Hrv). Based on 
observations made by BIx: and the identification o f a pceviously-unrepotted acute case o f  hepatitis C 
infection, an additional 13,000 patients o f  a related clinic, the Desert Shadow Endoscopy Center 
(DSEC), were later notified and encouraged to contact their healthcare providers about testing.

Genetic testing petfonned at CDC revealed source patients for both days o f known transmission at 
ECSN with the infection o f one case-patient being linked to the source patient on July 25,2007, and 
the infections o f  six case-patients being linked to the source patient on September 21,2007. Two 
additional acute infections were identified, with one being linked to a procedure at DSEC.

Through the evaluation o f laboratory results, patient interviews, and the development o f an 
exposure registiy, an additional 106 cases were identified that could be possibly linked to one o f the 
clinics. For these patients, the clinic’s role as the source o f the patient’s infection cannot be 
confirmed, as other sources o f  infection cannot be conclusively ruled out. Although these patients 
did not report any major risk factors for hepatitis C infection, minor or unknown risk factors may 
still be present and may be the actual source o f the patient’s infection.
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Taking into account the cost o f SNHD personnel working on the outbreak and response, the cost of 
patient testing and medical counseling, and the long-term cost o f the treatment and management of 
identified infected patients, the total cost o f  this outbreak investigation, response, and testing to the 
community was estimated to be between f  16 million and %2l million.

Each o f  the 63,000 possible patient exposures identiSed in this invesdgation were entirely 
preventable, and would not have occurred if clinic staff had adhered to well-established, safe, and 
common sense injection practices.
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Part 1
Southern Nevada Health District 
Legal Authority

D isease Reporting and Investigation
The Southern Nevada Health District (SNUD) is the legally-tccognized health authority for Clark 
County, Nevada per Nevada Revised Statutes (NRS).' Nevada Administrative Code (NAC) Chapter 
441A.570 requires that health care providers report communicable diseases to the health authority, 
including cases o f  acute hepatitis C, within 24 hours o f  the identification o f  that case.>

SNUD is requited to investigate reported cases o f acute hepatitis C infection to confirm the 
diagnosis, identify disease carriers and addidonal eases, and to identify the source o f infecdon.> 
Invesdgadon findings ate evaluated to determine If the padent meets the national surveillance case 
definidon for acute hepadds C infecUon,^ and those meeting the definidon are reported to the 
Nevada State Health Division (NSHD) as a confirmed case o f  acute hepadtis C viral infection 
through ihe National Electronic Telecommunications System for Surveillance.** Non-acute hepatitis 
C infections are not reportable within die state o f Nevada either by healthcare providers to the 
health authority or by die health authority to NSHD.’

Healthcare providers typically report by telephone or by faxing reporting forms to SNHD.’ Reports 
o f  acute hepatitis C made to SNHD are assigned to a Disease Invesdgadon and Intervention 
Specialist (DIIS} in the Office o f Epidemiology (OOE). The DIIS obtains information from the 
healthcare provider, laboratories that have performed testing for the patient, and directly from the 
padent as necessary. As part o f  the investigation o f acute hepatitis C, consistent with national 
surveillance guidelines, the UIIS inquires about disease signs and symptoms, laboratory findings, and 
patient-reported tisk factors.”"'’" As part o f  the evaluation o f  risk factors, patients are asked about 
medical procedures they may have undergone during the incubation period for acute hepatitis C, 
including specific questions about endoscopic procedures.

O utbreak  Investigation
As the health authority for Clark County, Nevada, SNHD has jurisdiction over all public healdi 
matters including outbreak investigation and response.'^ An outbreak is defined in both sute 
administrative code and county regulations as “the occurrence o f  cases in a community, geographic 
region or particular population at a rate in excess o f  that which is normally expccted in that 
community, geographic region o r particular population” .'*'” Persons are required to cooperate 
during die investigation o f and response to outbreaks upon request o f the healdi authority.

For each outbreak, SNXD assembles a multi-disciplinary team to perform die investigation, including 
staff with skills in outbreak investigation, epidemiology, environmental healdi, risk communication.
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laboratory sciences, clinical services, and any other skill sets determined to beneficial to the 
investigation. The team may be expanded to include additional people with specific technical 
expertise, including individuals from other local, state, or federal agencies.

L icensing, Regulation, suid O versight
Ambulatory Surgical Centers (ASCs) are licensed and regulated by the Bureau of Health Care Quality 
and Compliance, formerly the Bureau of Licensure and Certiflcjdon (BUT), within the Nevada State 
Health Division. Healthcare providers, such as physicians or nurses, are licensed by their rcspecdve 
professional licensing boards. Individual businesses are regulated by the business Ucensing 
department o f  the jurisdicUon in which the business is located. The Southern Nevada Health 
District has not been granted the legal authority, nor given a legal mandate, for the licensing, 
regulation, or oversight o f  healthcare facilities or healthcare providers.

ConfidentiaUty
Both state and federal laws provide protection for personal health information (PFIl), while 
recognizing that the repotting o f  communicable diseases and outbreaks to the health authority is 
necessary for the protection o f  public health.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) provides for the 
protection o f PHI, while allowing for legitimate uses o f  that information. Under HIPiVA, PHI may only 
be released without the patient’s consent for the treatment, payment or other healthcare operations 
direcdy related to the patient,'^ or when required by law." HiPAA does not prohibit providers from 
reporting diseases to legally-recognized public health authorities such as SNHD.”

In addition to federal regulations, Nevada stamtes also provide protection for PH). Nevada statutes 
treat any information “of a personal nature about any person" collected as part o f a disease report or 
investigation into such a report as confidential medical information and prohibits the release o f that 
information “under any circumstances, including pursuant to any subpoena, scarch warrant or 
discovery proceeding” with a few specified exceptions.^ In addition, SNHD is expressly prohibited 
from releasing “ the name of, or other personal identifying information, about a person infected with 
a communicable disease who has been investigated by the health authority” without the consent of 
the person.^'
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Part 2
Investigation and 
Response Goals

Public H ealth  Invegtigation
In general, the reason for investigating an outbreak o f  disease is to deteimine the source o f the 
outbreak in order to prevent ongoing or future cases o f d ise a se .In  the outbreak described herein, 
the goals o f the public health investigation were to:

•  Confirm the existence o f an outbreak, including confirming reported cases
•  Identify additional cases o f disease
•  Describe the outbreak epidcmiologically
•  Determine the cause of the outbreak by identifying and evaluating potential sources of 

infection
•  Initiate an appropriate public health response

Although a number o f  agencics and individuals were conducting parallel (and often overlapping) 
investigations, the health district did not play a role in setdng the focus or goals o f any o f  these 
investigations.

Public H ealth  Response
Based on the public health investigation, the goals o f the public health response were to:

•  Notify patients o f  their potential exposure and recommend testing for hepatitis C, hepatitis 
B and the human immunodcficicncy virus (IIIV)

•  Ensure that potentially-exposed patients have access to testing
•  Provide appropriate risk communication to the public
•  Coordinate with parmer agencies in areas o f  concurrent jurisdiction and in overlapping, 

parallel, but separate investigations
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Part 3
Hepatitis C 
Disease Overview

O rganism
The hepatitis C virus (liCV) is a positive-scnse, single-stranded, encapsulated, ribonucleic acid (RNA) 
virus, and a member o f  the genus Hipadanis within the family Ftanfiridae.'^ HCV has been grouped 
into six genotypes, numbered one through six,» through phylogenetic analysis o f nonstructural 
protein 5B (NS5B). Within each genotype are a number of subtypes given a single-letter designation 
such as “ la”.»

The genome for HCV is approximately 9.6 kilobases in length and codes for a single, 3,000 amino 
acid polyprotein which is cleaved by proteases into at least 11 distinct proteins. The RNA 
polymerase found in I [CV lacks a proofreading mechanism,^' and as a result, HCV mutates at a rate 
approximately one million times faster than is observed in plants, animals, or bacteria, at 
approxunately 10 ’ nucleotide subsumrions per site per year."’* The virus undergoes rapid 
replication, and it is estimated that over 10'^ viral particles are produced in an infected individual 
each day.w These two factors combine to result in the relatively rapid accumulation o f  mutations 
within an infected hosts ' At any given time, a number of different HCV variants, typically described 
as a “quasispecies” or “swarm", can be identified within an infected individual.^* Due to immune 
pressure, the mutations are most fretjuendy identified in hypetvariable region one (HVR-1) o f 
envelope protein two (C2).33

The virus can survive in the environment on surfaces at room temperature from 16 to 96 hours.»• 
The Environmental Protection Agency lists 111 products as registered as effective against the 
hepatitis C virus for environmental disinfection, including chlorine-, phenol-, peroxide- and alcohol- 
based products.»  The Food and Drug Administration (FDA) has approved 26 products for use in 
equipment reprocessing, sterUization, and high-level disbfection, including gluteraldehyde-, peracetic 
acid-, hydrogen peroxide-, and srtAff-phthaldehyde-based products.’*

T ransm ission
HCV is transmitted from person to person through direct blood-to-blood c o n ta c t,a n d  is not 
spread through household or casual contact.3' The risk of transmission from mother to child in utm  
is approximately 5%,s« and is correlated with the viral load of the mother.<» Although sexual 
transmission of HCV can occur, it appears to be an inefficient mode o f  transmission. The risk for 
sexual transmission of IICV from an infected partner to a non-infected parmer within a 
monogamous relationship is esdnuted to be between 0% and 0.6% per year.<* Bccause o f the low 
risk, barrier precautions for sexual contact within a monogamous relationship and routine screening

GJ DESAI 000182

0053



of pregnant women are not recommended, and there are no recommendations that HCV-infected 
women abstain from breastfeeding.̂

When compared to hepatitis B virus (HBV) and human immunodeficiency virus (HIV), HCV has a 
moderate risk o f  transmission. Studies o f accidental needlesucks in healthcare settings indicate the 
risk of HCV transmission is about 3% per documented exposure, whereas the risk o f HIV 
transmission is approximately 0.3% pet exposure, and the risk o f  HBV transmission is approximately 
30% per exposure.^

Clinical Presentation
Acute hepatitis is characterized by the discrete onset o f symptoms such as jaundice, anorexia, 
abdominal pain, nausea, vomidng, dark unne, and clay-colored stools, as well as elevated serum 
alanine aminotransferase (M.'l) levels.^'^s In those who develop acutc disease, symptoms appear 
between two weeks and six months after infection, averaging seven weeks,''* and full recovery may 
take several months after the onset o f symptoms.^' Nationally in 2006,41% o f reported cases of 
acute HCV infection were hospitalized, with one death from acute infection among 450 repotted 
cases.4*

Fewer than ten percent (10%) of persons infected with the virus develop acutc disease.‘» Most new 
infections result in a subclinical presentation without apparent symptoms. After both acute and 
subclinical infection, between 50% and 85% o f patients enter a long-term, chronic state of 
infection.s° O f those with chronic infection, 20% will develop cirrhosis, with 2% developing 
hepatocellular catcinoma.s' Cirrhosis is mote likely to develop in those who have been infected at an 
older age, persons with high levels o f alcohol consumption, and those who are co-infected with 
hepatitis B.s>

H CV  Diagnosis and Classification for Public H ealth  Surveillance
Hepadtis C virus infection is detected through one o f  several blood tests. Most frequently, enzyme 
immunoassay (EL\) or enhanced chemiluminescence immunoassays (CtA) tests are used to detect 
and-HCV antibodies in the blood o f  an infected person. ElA or CIA tests must be confirmed by a 
more specific test unless the signal-to-cut-off (s/co) is sufficiently high, in which case the result is 
considered self-confirmatoty.ss Hcv Recombinant Immunoblot Assays (RIBA) are typically ordered 
as a confirmatory test for F.IA or CIA positives, and a positive RIBA result is considered coniirmatoiy 
with or without any other laboratory fmdings. HCV Nucleic Acid Tests (NAl^ are typically ordered as 
part of the long-term management infection, although a positive NAT test such as an RNA viral load 
or viral genotyping result is considered confirmatory with or without any other laboratory findings.^

Acute HCV infection is diagnosed by a combination of laboratory findings and clinical signs and 
symptoms. The national surveillance case definition for acute hepatitis C infection requires that the 
patient develops an illness with discreet onset of any sign or symptom consistent with acute viral 
hepatitis, have either jaundice or an ALT greater than 400 international units per liter (lU/l.), and 
have a laboratory-confirmed HCV infection as described above. In addition, the identification of 
acute infection also requires ruling out acute hepatitis A and acute hepatitis B infections through a 
negative test for IgM antibody to hepatitis A and a negative test for IgM antibody for hepatitis B core 
antigen.55
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As most people infected with [ICV have asymptomatic Infections, a case definition has been 
developed for past or present infection with HCV (non-acute infections). T o be considered a 
confirmed ease of past or present HCV infection, the case definition requires that a person has a 
labcratoiy-confinned HCV infection as described above but does not meet the case definition for 
acute hepatitis C. In addition, a probable classification exists for past or present infection, which 
requires that the patient have a positive EIA without conBrmatoiy testing and i\LT above the upper 
limit o f normal.**

Epidem iology
HCV infection is the most common bloodbome infection in the United States, with an estimated 3.2 
million Americans currentiy infected.57 Genotype la  is the most prevalent HCV genotype in the 
United States, responsible for 58% of infections. Genotype 1 b is responsible for 21% of infections, 
and genotype 2b is responsible for 13% o f  infections. T^e prevalence o f these genotypes has been 
consistently reported throughout the country, and although local data ate not available, it is likely 
that the prevalence o f the genotypes in Southern Nevada is consistent with national data.5*

Approximately 4 million Americans (1.6%) show evidence o f  having ever being infected with I ICV.s« 
Since the peak in 1989 when an estimated 291,0(X) persons were newly infected with HCV 
nationwide, the number o f  new infections has decreased in each successive year.*" In 2006, it was 
estimated that 19,000 people were newly infected with HCV nationwide, with 3,200 (16.8%) 
developing acutc symptoms.*' In Clark County, Nevada, between 0 and 4 cases o f acute HCV 
infection were reported each year between 2000 and 2006, with an annual average o f  1.6 cases.

Males, non-Hispanic blacks, people below the poverty threshold, and those with a high school 
education or less ate the demographic groups that have been historically more likely to have been 
infected with HCV, although these demogtaphic differences have recendy been changing. In 2006, 
acute HCV incidence was similar among all racial and ethnic groups, and the ratio o f male to female 
cases was approximately 1.2, down from a peak of approximately 2.0 in 1989.‘s

A history o f  intravenous drug use, receipt o f  blood transfusions prior to 1992, and a high number of 
lifetime sexual partners ate all associated with an increased risk for HCV infection.*^ Additional 
significant risk factors include receipt o f  pooled clotting factors prior to 1987, organ transplant prior 
to 1992, and undergoing long-term hemodialysis.*®'*'’’*' Less significant risk factors include 
occupational exposure to blood in medical or public safely occupations, tattooing, body piercing, 
dental work, medical procedures, and incarceration.*^

Nationally in 2006, the most commonly-reported risk factor for acute HCV infection was intravenous 
drug use, which was reported by 42% o f identified acute cases. Other reported risk factors in 2006 
included having more than one sex partner (36%), having sexual contact with a person known to be 
infected with HC:v (10%), and having a needlestick exposure (10%). N o cases were reported in 
persons who had undergone hemodialysis or blood transfusions. Multiple risk factors were reported 
by individual acute cases, but o f all cases, 32% reported no risk factors. *<

H istorical Evolution o f  Risk Factors
Although the genotypes of the virus evolved at least 500-2000 years ago,”  the major modes o f HCV 
transmission are the result of relatively recent inventions.”  Blood and plasma transfusions became 
more common starting around the time o f  World W at Il,?“’n  glass syringes began to be produced on
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a large scale in the 1920s,»  and disposable syringes became mass-produced and widely available in 
the 1950s. ra

Prior to 1970, approximately one-third of persons who received a blood transfusion developed 
transfusion-associated hepatitis> The identification of the hepatitis B virus (HBV) in 1967 led to the 
development of screening tests forllBV.'? Studies using the screening test showed that of those who 
developed post-transfusion hepatitis, only 20% of infections were related to I IBV.’<

The United States shifted to an all-volunteer blood donation ptognm  in 1970 after research 
identified that blood from volunteer donors resulted in lower rates o f  post-uansfusion hepatitis than 
from compensated donors.™*>'*' Ako in 1970, HBV screening tests were developed and implemented 
by blood banks.^^ As a result, post-transfusion hepatitis incidence was lowered to approximately 
10% o f transfusion recipients.w in

In 1973, hepatitis A virus (HAV) was identified by electron microscopy in stool sam ples.**  Studies 
ruled out HAV as the edologic agent responsible for the non-HBV tiansfusion-assodated hepatids.** 
As these post-transfusion hepadtis cases were not caused by IIAV or HBV, they became known as 
"non-A, non-B” (NANB) hepatitis.

In 1985, pooled clotting factor concentrates, which came from large numbers o f paid plasma 
donors, began being chemically treated to inactivate viruses.*^ Research showed that pooled clotting 
factor concentrates could be treated, preventing post-transfusion hepatitis and HIV infection while 
retaining their effectiveness."*

The virus responsible for NANB hepatitis was identified in 1989 and was named the “hepatitis C 
virus”.9“ In 1990, the first ElA tests for HCV were approved and used to screen the blood supply. 
These tests decreased die incidence o f  post-tiansfusion hepatitis to 1.1% of transfusion recipients, 
and second generation i;iA tests introduced in 1992 essentially eliminated the risk o f  hepadtis C 
infection from blood transfiision.n The Centers for Disease Control and Prevention (CDC) estimates 
that the current risk o f  HCV transmission through blood transfusion is currendy about 1 in two 
million transfused units.’’
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Part 4
Cluster Identification and 
Initial Response

O n Decembei 4, 2007, a case o f  acute hepatitis C infection in a hospitalized patient was reported to 
OOE by a healthcare provider. Upon interview, the patient denied alJ major risk factors for MCV 
infection, but did report having a dental procediue and having tvro procedures at the Endoscopy 
Center o f Southern Nevada (LiCSN): a colonoscopy on September 20,2007 and an 
esophagogastroduodenoscopy (EGD) on September 21,2007. The investigation was completed on 
December 26,2007, and the patient was determined to have met the case defmition for acute IlCV 
infection.

O n December 17, 2007, a second case o f  acute hepatitis C was reported to OOE by a different 
healthcare provider. Upon interview, the patient denied all major risk factors for HCV infection, but 
did report having a colonoscopy at ECSN on July 25,2007. The investigation was completed on 
December 28,2007, and the patient was determined to meet the case definition for acute HCV 
infection.

Upon completion o f  the second acute hepatitis C case investigation, a common association was 
idenuGed between both cases and the Endoscopy Center o f  Southern Nevada. Neither patient could 
provide the exact procedure dates at the time o f  interview, but reported undergoing procedures in 
mid- to late-summer o f 2007; the patients did not appear to have procedures on the same day.
Upon identification o f the initial cluster on December 28,2007, the SNI ID Chief Health Officer and 
the State Epidemiologist at NSIID were notified.

O n January 2,2008, the OOIJ contacted CDC for advice and to explore the possibility of requesting 
formal assistance from CDC. In addition, the NSI ID Bureau of Licensure and Certification (BLC) was 
contacted to determine if BLC was responsible for the licensing and regulation o f  ECSN. Agency staff 
reported that ECSN was licensed by BLC as an ambulatory surgical center. As a result, staff from 
SNHD and BLC agreed to coordinate investigative efforts.

Also on January 2,2008, a thitd case o f acute hepatitis C was reported to OOE by a third healthcare 
provider. Upon interview, the case denied all major risk factors for HCV infection, but did report 
having a colonoscopy at ECSN on September 21,2007.

Exact procedure dates were requested from the cUttic, and based on the identification o f  a third case 
and a temporal clustering of two of the cases. SNHD requested formal assistance from the Centers 
for Disease Control and Prevention (CDC) through the state epidemiologist
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Two CDC Epidemic IntelKgcncc Service officers arrived in Las Vegas, NV, on January 9,2008, at 
which dme SNIID convened a meedng with personnel from SNIID, CDC, and BLC in attendance.

The CDC assisted SNIID with the field poruon o f  the investigadon conducted from January 9,2008 
through January IB, 2009 through the temporary assignment o f  CDC staff, and provided ongoing 
technical assistance throughout the course o f  the invesdgation. The report o f  the Geld investigadon 
conducted by CDC has been included as Appendix J.

An independent investigadon o f  the clinics by BIx: was conducted concurrendy with the SN[ ID 
investigadon; the reports o f  the field invesdgadons conducted by BI.C have been included as 
Appendix K and Appendix L.
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Part 5
Clinic Organization and 
Operations

M ethodology
The clinic organization, adnunistndon, and staffing was detennined through review o f the clinic 
website, business licenses, interviews with staff and administration, and review of clinic records and 
documentation.

ECSN Overview
The Endoscopy Center of Southern Nevada, locatcd at 700 Shadow Lane, Suite 165-B, Las Vegas,
NV, was an outpadent surgical ccntcr spedalhing in endoscopic procedures.^ The clinic primarily 
performed esophagogastroduodenoscopies and colonoscopics, and occasionally placed gastrostomy 
tubes and esophageal pH probes. Staff reported that the center moved to the Shadow Lane location 
in 2002, and underwent significant remodeling to expand from one surreal suite to two surgical 
suites in March of 2004-

. . . .
Clinic administration reported that the clinic was typically open from Monday through Friday, with 
the first procedures scheduled to begin at 7:00 am. Staff reported that the clinic would occasionally 
open on Saturday mornings to perform procedures, although this was a rare occurrence. The clinic 
reported performing procedures on 50 to 60 patients each day, with die last procedures o f the day
generally being completed in the late afternoon. Four or five patients were typically scheduled during 5
the first time slot o f  the morning at 7;00am; subsequent patients were scheduled in 15-minute s
intervals, with two patients scheduled for most time slots throughout the day.

I-

The clinic was issued a business license by the City o f Las Vegas, Nevada, on October 9. 2002;m the
business license was allowed to lapse on November 17 ,2007.« It was also licensed as an ambulatory j
surreal center by the Bureau o f Licensing and Ccrdlicadon o f  the Nevada Sute Health Division.
Clinic staff reported that the facility was voluntarily accredited by the Accreditation Association for 
Ambulatory Health Care.

•V

Afniiated Clinics
The Endoscopy Center o f Southern Nevada was affiliated widi several Gastroenterology Center of 
Nevada (CCN) clinics and two ASCs. Clinic management reported that each was operated as a 
separate business entity, although many of the group’s administrative and management functions 
were centralized. A total o f  founeen physicians were owners or employees within the group, with
overlap between the ownership groups o f  each business.^* |
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In addition to P.CSN, thete were two addidonil ASCs in the group:
•  Deseit Shadow Endoscopy Center (DSKC), 4275 Burnham Avenue, Suite 101, Las Vegas
•  Spanish Hills Surgery Center, 5913 South Rainbow Boulevard, Las Vegas

A total o f six Gastroenterology Center o f  Nevada offices were part o f the group.w These clinics did 
not perform outpatient surgical procedures and were located at:

•  700 Shadow Lane, Suite 165-A, Las Vegas
•  4275 Burnham Avenue, Suite 101-B, Las Vegas
•  3150 North Tenaya Way, Suite 225, Las Vegas
•  5380 Rainbow Boulevard, Suite 210, Las Vegas
•  1815 East Lake Mead Blvd. Suite 207, North Las Vegas
•  2610 West Horizon Ridge Parkway, Suite 105, Henderson

A centralized billing and administration office was located in the 700 Shadow Lane building.

StafGng
Employed ECSN staff at the dme ofinvesugadon in January 2008 included 9 physicians, 4 certified 
registered nurse anesthetists (CHNA), 10 registered nurses (RN), 9 technicians and 2 licensed practical 
nurses (LPN), and additional front and back office staff In January o f 2008, the clinic’s website listed 
a total o f 14 physicians and 4 physician assistants (PA) as being employed by the group, although no 
PAS were observed to be worldng at ECSN.M

The Spanish Hills Surgical Center and Gastroenterology Centers o f Nevada were not investigated, 
thus information about staffing levels was not available. ECSN management reported.common 
management between UCSN and DSl!C,but thatCRNAs or other staff generally did not rotate between 
the two facilities.

An investigation o f DSEC practices was not initiated until after Clark County had placed a restriction 
on the DSl̂ C business license, effectively closing the clinic, thus information about the staffing o f 
DSKC was unavailable. ECSN, USlvC, and all related facilities were closed to patients as o f April 2008, 
either voluntarily or by order o f  a government business licensing agency, preventing the initiation or 
continuation o f any field investigations.^™
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Part 6

Field Investigation

M ethodology
The field invesdgadon began on January 9,2008 and concinued through January 16,2008; several 
follow-up visits to the clinic were conductcd through the end o f  January, 2008 to collect additional 
infotmaticn. GCSN Clinic layout, operations, and procedures were evaluated by multiple days o f 
observation, overviews provided by clinic management, interviews with current and former clinic 
staff, and reviews o f  clinic and other documents by investigators from SNHD and CDC.

Clinic Layout
Within the clinic suite, ECSN had three distinct areas; a patient waiting room, clinic offices, and a 
procedure area. UtJess escorted or admitted by a staff member, patients had no access to areas other 
than the waiting room. The offices within the suite consisted o f a reception area, medical records 
storage, small offices, and a staff break room.

The procedure area was divided into several rooms and general areas, including two procedure 
rooms, an IV preparation room, an equipment reprocessing room, an cndoscope and equipment 
storage room, a patient changing area, and a large area divided by curtains into four padent bays.
The general layout o f the procedure area is presented in Figure 6-1. A t the back of the suite, ECSN 
was connected to the a f^ a te d  GCN clinic, allowing staff to move between the two clinics.

In addidon, the clinic had a small conference room and administradve and billing offices separate 
from the KCSN surgery suite.

General ECSN Clinic O perations
The clinic was observed to be clean and well-organized. Equipment appeared generally to be in good 
working order.

Each morning, an RN unlocked a medicine cabinet containing propofol, lidocaine, and saline which 
remained unlocked throughout the day. A CRMA checked out 30-millilitcr (ml) lidocaine vials and 
vials o f propofol (cither 20nJ or 50ml vials), then placed the vials in storage cabinets in both 
procedure rooms.

A lockbox containing fentanyl, meperidine, and midazolam was opened and counted each morning, 
but remained locked throughout the day. Staff reported that, if needed, narcotics were distributed to 
CRNAs just before sedation. Narcotics were described as being used only for patients who could not
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tolerate propofol. Narcotics were not needed foe patients observed during the investigation, thus the 
distribution or administration o f  narcotics could not be evaluated.

Patients inirially reported to the dinic waiting room, filled out paperwork, and waited to be called 
into the procedure area. Patients disrobed, changed into gowns in changing rooms, and were 
escorted to the patient bay area. Patients were then called into an intravenous (tv) preparation room 
vAiae  a heparin lock was placed in the patient’s arm by an RN. The patients then returned to one of 
four padent bays where they were placed on a gumey for transport into the procedure rooms. Clinic 
staff were not observed performing any pre-surgjcal testing, including finger sdck glucose testing, 
and reported not to be authorized to do so.

The padent was transported into the procedure room and interviewed by the CRNA about the 
padent’s allergies, medications taken, underlying health problems (including hepatitis), and previous 
reactions to anesthesia. The endoscope was prepared by a technician who brought a clean 
endoscope and disposable biopsy equipment into the procedure room from the clean storage room 
and attached the endoscope to the dectronic system. Once the doctor entered the room, he donned 
a gown and gloves and spoke briefly with the patient. The patient was then sedated for the 
procedure.

Upon completion o f the procedure, the patient was transported back to one o f  the patient bays by a 
technician for recovery and post-procedure assessment Iv fluids were available, but according to 
staff, rarely need to be administered after the procedure and were not observed to be administered.

There were several staff members diiecdy involved with patient care during the procedure:
•  A physician performed the procedure, and one physician was typically assigned to perform 

all procedures during a several hour block o f  time (e.g. from opening to mid-moming). The 
physidan rotated between both procedure rooms during this block of time. I f  two physicians 
were scheduled for the same time block (as they were on the afternoons o f  July 25,2007 and 
September 21,2007) they generally each remained in one procedure room.

•  A CRNA was responsible for sedation of the patient, and was typically assigned to a shift that 
lasted the entire day. The CRNA generally remained in one room for the day, unless they were 
covering for the CRNA assigned to the other room during that CRNA’s lunch or break. A third 
CRNA was scheduled on some days to cover for breaks and the lunch period as needed in 
dther procedure room.

•  A technician was responsible for assisting in the procedure, setting up the equipment and 
generally positioning the patient prior to the procedure, and assisting the physidan during 
the procedure. Technidans were observed to remain in one room for several consecutive 
patients, although clinic rccords from September 21, 2007 indicate that the some technidans 
would occasionally rotate between rooms along widi the physidan. On both July 25,2007 
and September 21,2007, four technicians were listed in clinic records as assisting in 
procedures.

•  Once the procedure was completed, the endoscope was passed to a different technidan in 
the equipment room for reprocessing. The scheduling o f  the reprocessing technicians was 
not evaluated during tine investigation.

•  An RN was present in the room to generally chart the procedure, and was the only member 
o f  the team present in the room that was not assigned to any duties requiring direct contact 
widi the patient. The nurse would remain in one room for several consecutive patients. On
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both July 25.2007 and September 21,2007, five nurses were listed in clinic records as the 
nurse responsible for charting the procedures.

•  Additional nurses were assigned to patient recover areas, intake, discharge, and rv placeinent. 
The scheduling o f  these nurses was not evaluated during the investigation.

Injection Practices: IV Placem ent
IV placements were typically done by RNs in the IV preparation room prior to the patient entering 
the procedure room. The RNs placing the IV lines were observed to wear gloves and clcanse the 
patient’s skin with alcohol before placing the heparin lock. Once the heparin lock was placed, it was 
flushed with I ml-2ml o f  saline from a multi-dosc saline vial. The RNs were not observed flushing the 
heparin lock a second time and did not report doing so. In general, the RNs were observed to use a 
clean needle and syringe for each injection, but were not observed wiping the stopper o f  the saline 
via] with alcohol prior to accessing it with a needle.

N ot all heparin locks were placed in the IV preparadon room by an RN prior to the procedures.
Some o f the IVs were started by a CRN A, and staff reported that this generally occurred with the first 
few padents o f the day or when the IV needed to be restarted. One CRNA was observed restarting an 
IV, and was not observed to flush the heparin lock with saline once it was placed, but immediately 
administering piopofol.

Injection Practices: Sedation
Each morning, CRNAs would draw 1ml o f lidocaine from a 30ml multi-dose vial into multiple clean 
10ml syringes with clean needles and then recap the needles. The syringes were neither labeled as to 
their contents nor with the date. They were placed in a drawer with any unused syringes from 
previous days.

Each CRNA drew 9ml-10ml o f  propofol into a pre-filled lidocaine syringe to start the procedure, 
resuldng in a mixture of lidocaine and propofol which was used for the initial injecdon.
Observadons and interviews idendfied that each CRNA had their own technique for the 
administradon o f  propofol. The propofol vials were not labeled as to the date or time the vial was 
inidally used.

CRNA 1 was observed placing a new needle on a syringe that had been used to initially administer 
propofol to a patient. The syringe was then used to draw additional propofol from an open vial for 
use on the same patient. Upon interview, the CRNA stated that he had been instructed to do tliis by 
clinic staff, and that it was his routine procedure for the administration o f additional propofol to a 
patient. He also reported that at the end o f  die procedure, he would discard the needle and syringe 
and keep any remainder o f  the propofol in the vial for use on subsequent patients.

CRNA 2 was observed filling syringes, including fiill syringes and partially-drawn syringes, with 
propofol in advancc to be used for patients who needed additional propofol after the initial dose.

Some syringes were drawn from new vials o f propofol. Other syringes were drawn from vials with 
propofol remaining from previous padents, including syringes that were drawn from multiple vials. 
CRNA 2 was observed disposing partially used syringes after the procedure was completed. CRNA 2 
reported being instructed to reuse syringes to provide additional propofol to patients but reported 
not doing so.
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CRN A 3 was observed drawing doses o f  propofol with a new needle and syringe when needed, but 
did use the vials for multiple padents. CRNA 3 reported being instructed to reuse syringes to provide 
additional propofol to patients but reported not doing so.

CRNA 4 no longer worked at the clinic at the time of invesdgadon and could not be observed. 
Through a telephone interview, CRNA 4 reported using the same pracdces as CRNA 1, changing the 
needle but reusing a syringe if additional doses o f  propofol were needed.

N o CRNAs or RNs were observed using syringes or needles on muldple patients, and none reported 
either doing so or being instructed to do so.

Endoscope ReproccBsing
Upon completion o f the endoscopic procedure, the physician handed the scope to the assisting 
technician. The technician placed die end of the scopc into a small container containing detergent 
and water. The solution was run through the scope until the exiting solution appeared clear.

The scope was then taken into the reprocessing room adjacent to the procedure rooms, where a 
second technician would continue the process. Both types o f  endoscopes used by the clitiic were 
processed in the same manner, as the equipment used for reprocessing was compatible with either 
type o f  scope.

In the reprocessing room, a leak test was performed with a handheld manometer. During the period 
o f observation, all scopes passed the leak test. The caps were then removed from the scope, and the 
scope and caps were submerged in one compartment of a two-compartment cleaning basin which 
contained an enzymatic detergent, EmPower’'” . The second compartment was filled with fresh tap 
water.

The technician then cleaned the ports o f  the scope and the outside surface o f  the scope using a 
disposable brush. Technicians were observed discarding the brushes after use. Once the manual 
cleaning was completed, the scope was attached to a pump called a Scope Buddy™ which pumped 
the enzymatic detergent through the scope for a timed, one-minute cycle. The scope was then 
moved to the basin containing water, where the pump was again used to flush the scope with water 
for a timed, one-minute cycle.

The water and enzymatic cleaning baths were changed after every two scopes. The manufacturer's 
instructions stated that fresh detergent should be used for each endoscope or set o f instruments, and 
that used detergent should be discarded after use.

Once the manual cleaning steps were completed, the scope and caps were transferred to an 
automated reprocessor for high-level disinfection. The clinic had two Medivators™ reprocessors, 
each o f  which could process two scopes simultaneously using Rapicide'^^, a gluteraldehyde solution 
maintained at 35 "C. Two scopes were attached to the reprocessor, and in an internally-timed 15- 
minute process, the gluteraldehyde solution was passed over and through the scope and caps.

When die disinfection cycle was completed, the reprocessor emitted an audible alarm to notify the 
technician to initiate the drying process. The technician then injected a syringe o f 70% isopropyl
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alcohol and a syringe o f aii. Once the automated process was completed, the scopes were removed 
from the reprocessor and the ports were further dried with compressed air. The scopes were then 
hung in a cabinet in a separate equipment room to air dry.

The entire cleaning process took approximately 25 to 30 minutes, with the automated step taking 
about 17 minutes.

Staff reported that each morning, routine testing was performed on the automated reprocessor to 
ensure that the machinc was funcDonal and that the gluteraldehyde was at the appropriate 
concentration. The functional evaluation involved checking the level and temperature o f the 
disinfectant, which was maintained at 36 °C-37 °C in the reservoir to ensure that the 35 °C 
temperature was maintained during the disinfection process.

A colorimetric test trip was used to ensure that the gluteraldehyde solution met the minimum 
recommended concentration (NIRC) of 1.5% gluteraldehyde. Although Rapicide'™ is labeled for up 
to 28-day reuse, the solution must be replaced if it falls below the MRC. Clinic staff stated that the 
high volume of procedures often necessitated more frequent replacement o f  the solution. Clinic logs 
indicated that the tests were performed each day. and that the solution was changed on a regular 
basis.

As o f August 2007, the clinic had two identical Medivators''”  reprocessors. Prior to August 2007, 
the clinic had one Medivators™ and one Johnson & Johnson automated reprocessor. As the 
Johnson &Johnson reprocessor was no longer at the clinic at the time o f  the investigation, the use 
o f  the reprocessor (either through direct observadon or review of maintenance logs) could not be 
evaluated. Maintenance records for one Medivators™ reprocessor were available for all o f 2007, and 
records for the second Medivators™ were available from August 2007 through the time of the 
investigadon.

Clinic staff gave conflicdng information about the reasons for the removal o f  the Johnson & 
Johnson reprocessor. Staff members reported that maintenance issues, including a pump that had 
failed, that took the reprocessor out o f service on multiple occasions. Clinic management stated that 
the machine was removed because it did not provide the projected savings expected. The nursing 
supervisor stated that the reprocessor did not fail, but that there was an internal limitation set on the 
number of times the solution could be reused despite the soludon maintaining the MRC. Upon 
reaching that limit, users were locked out until the solution was changed or the counter was reset. 
Because o f  the high volume o f scopes being reprocessed, the machine had to be reset frequently, 
taking it temporarily offline.

Noted in the equipment logs was that the MedivatorsfH reprocessor was out o f  service from March 
24, 2007 to March 31,2007. Clinic staff stated that there were manual high-level disinfection 
procedures which could be used when this happened, although these steps were not observed and 
could not be evaluated. In addition, the nursing supervisor stated that existing maintenance 
conuacts provided for a temporary replacement which could be brought in within 24 hours. There 
were no entries for replacement or temporary machines in the clinic log book for this period, nor 
were there records o f  any manual reprocessing steps implemented.

Review o f equipment logs demonstrated no problems on July 25,2007 or on the two days prior. 
According to clinic records, the gluteraldehyde solution had been changed on July 2 and 30. As the
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Johnson & Johnson machine w is no longei at the clinic at the dme o f  the investigation, the 
maintenance logs for the same time period were not available for review. Review o f equipment logs 
demonstrated no problems on September 21,2007 or in the two days prior. According to clinic 
records, the Rapicide solution had been changed on September 10,17 and 25 in both reprocessors.

Technicians responsible for the repiccessing o f  endoscopes and maintenance o f  equipment were 
trained through an informal mentorship process. Technicians were trained by a staff member 
experienced in the process until it was felt that the trainee understood the steps and could correcdy 
complete the process independently. A reference diagram on reprocessing was posted on the wall in 
the work area.

Infection  Control
Sinks and hand sanidzers were located throughout the center and were readily available to staff 
members. However, staff members were observed not performing proper hand hygiene on multiple 
occasions before working widi padents. Although staff generally wore gloves when working \vith 
paUents, CRNA 2 svas observed not wearing gloves or only wearing one glove during the 
administradon of anesthesia.

Sharps containers were located in any area where needles were used. The containers were not 
observed to be full or overflowing and were disposed of in a udlity area at the end o f  the day. 
Although staff generally used the sharps containers appropriately, one CRNA 2 was observed moving 
around the procedure room with a used uncapped needle, recapping a needle after it had been used 
on a padent, and uncapping a needle with their mouth prior to injecting the padent.

The clinic was observed to use disposable, single-use biopsy equipment and bite blocks. Several staff 
members expressed concern to investigators about the reuse o f these items at the dinic. One staff 
member reported only being allowed to use four bite blocks per day per procedure room. Another 
staff member stated that the clinic staff were directed to use disposable items three times before 
discarding, with items being cleaned and reprocessed with the scopes. The staff member also 
reported that the reuse o f biopsy equipment stopped after muldple staff members expressed their 
concerns to management. Clinic management denied the reuse o f  any single-use biopsy equipment 
or bite blocks, and no items were observed being reprocessed by clinic staff.

Purchasing records for bite blocks indicated that the clinic had purchased approximately 2,000 bite 
blocks in 2007, while procedure logs indicated that the clinic performed 5,800 EGDs. Purchasing 
records for biopsy equipment indicated that in 2007, clinic staff purchased 6,200 biopsy forceps and 
polyp removal wires, while procedure logs indicated that the clinic performed over 7,800 biopsies 
and polyp removals.

Procedure D ocum entation
An RN was stadoned in each procedure room to record general findings and to organize the chart 
for the patient’s procedure. Endoscopic findings were made by the physician through Provation® 
MD, an automated, menu-driven computer system; printouts o f die findings were included in the 
patient’s chart.“ ‘ ‘“  The patient’s preoperadve evaluation, vital signs, and sedatives administered 
were recorded by the CRNA in an anesthesia record which was given to the RN at the end o f the 
procedure for inclusion in the chart, A printout from the patient’s vital sign monitors was made
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upon completion o f the ptoccdute before the patient was moved to the lecoveiy bay and was 
included in the chart as well. A printout from a second vital sign monitor, used in die recovery area, 
was also included in the chart.

A review o f padent charts from the days o f known disease transmission idendfied a number of 
problems with die clinic’s documentation. First, the procedure room utilized for a patient was not 
recorded on the chart. A second problem identified in multiple instances was that the time- 
numberings recorded on the chart were often inconsistent, recorded in an illogical sequence, and/or 
overlapping (an example o f this is presented in Figure 6-2). Times recorded on the charts were not 
based on a common time source, as a number of sourccs for the time were present in the procedure 
rooms, including wall clocks, computerized records, and timestamps on multiple electronic devices.

A former staff member reported that she was trained to record certain events in advance of the 
occurrence o f die event. For example, the rime a physician was at the patient’s bedside was to be 
recorded before the patient left the procedure room, although su ff  reported that the physician did 
not typically visit the patient in the recovery area. A review o f  charts from the known days of 
transmission in 2007 identiHcd that for 55% of patients, the physician was performing a different 
procedure at the time he was reported to have been at the patient’s bedside, and the time at which 
the physician was present at the patient’s bedside was consistendy recorded on charts to have 
occurred seven minutes after the completion o f  the procedure.

Staff members reported that anesthesia times were intentionally recorded incorrecdy for the 
purposes o f obtaining additional reimbursement The staff members reported that the anesthesia 
times for procedures shorter than 30 minutes in length were typically recorded as 31 o r more 
minutes. A review o f anesthesia times from procedures on July 25,2007 and September 21,2007 
identified a total of 128 procedures for review. O f  all procedures, 115 (90%) had reported anesthesia 
times o f  between 31 and 33 minutes, with a median o f  32 minutes.

Graphical depictions o f vital signs recorded in the anesthesia records were evaluated from some 
patients, and on multiple charts, the vital signs charted extended beyond both the time recorded for 
the administration o f  anesthesia and the time of the end time o f  the second vital sign monitor. In 
one chart from September 21, 2007, vital signs were recorded foe 29 minutes after die second vital 
sign monitor report ended and 12 minutes after the recorded anesthesia end time.

An additional problem identified with the charts was in the recording o f  the scope numbers. Two 
successive patients from September 21, 2007 appeared to have had a procedure with the same scope. 
Clinic staff attributed this to a clerical error, and produced scope numbers from the automated 
system which identified that the patients had procedures performed with different scopes. The 
numbers from the automated system were in a different format than those recorded by the nurses.
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Part?

Cluster Investigation

Methodology
Endoscopy Center o f Southern Nevada Patient charts from September 21,2007 and July 25,2007 
were reviewed, and information related to patients, procedures, providers, anesthesia, and times was 
abstracted. Padent information was grouped by procedure room and put in sccjuendal order using 
the start time recorded by the automated computer system used by the physicians during the 
procedure.

Five different sets o f procedure times were abstracted from the patient charts:
•  Anesdicsia Time; the dmes recorded on the anesthesia log as the start and end lime of the 

anesthesia administered for the procedure
■ Nurse Log Time: the times recorded by the procedure room nurse as the start and end times 

o f  the procedure
•  Vital Sign Monitor One Tune: the first and last time recorded by the patient’s vital sign 

monitor used in the procedure room
•  Vital Sign Monitor Two Tune: the first and last time recorded by the patient’s vital sign 

monitor used in the recovery room
•  Report Tune: The time recorded as “note initiated” and the time recorded as “note signed” 

on the procedural chart produced by the computer system used by the physician to perfomi 
the procedure

Additional times were identified on the charts, including the time nursing notes were made, the ttme 
o f discharge, and time at which the patients signed forms.

Procedure dmes were determined using the nurse iog Ume start time as the beginning o f  the 
procedure and the earlier o f  the nurse log time end time and the report rime end time as the end of 
the procedure.

Data were analyzed in Microsoft Excel 2007 (Redmond, WA) and Statcalc 6 (Centers for Disease 
Control and Prevention, Adanta, GA).

Septem ber 21,2007 C lustet Investigation Results
Although patient rooms were not recorded, it was possible to determine which patients likely had 
procedures in the same room on September 21,2007 through a date error present in some 
procedure reports. For an undetermined reason, the date listed as "date signed” on roughly half the 
patient reports from September 21, 2007 was electronically recorded incorrecdy as August 21, 2007;
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the date listed under “date initiated” was correct on all patient charts. Patients who had procedures 
in which the date error was not present on the patient’s chart were designated as having a procedure 
In ECSN procedure room “A", and patients who had procedures in which the date error was present 
on the patient’s chart were designated as having a procedure in ECSN procedure room “B”. Although 
these rooms could be differentiated, they could not be linked to a specific physical location

In order to verify that the date error was present at the time the procedure was performed, a 
procedure report submitted to the referring physician o f a patient who had a procedure on 
September 21,2007 was reviewed. The report reviewed was submitted to the referring physician 
within three days o f  the procedure, and the date error was present in the report, indicating that it 
was not introduced after the initiation o f the investigation but was present at the time o f the 
procedure.

There were other problems identified with the information recorded in patient charts. As described 
in Part 6 o f this report, the duration o f  anesthesia times was incorrectly recorded, resulting in an 
incorrect end dmc. In addition, some anesthesia start times appear to be incorrect as well. For eight 
procedures on September 21,2007, the anesthesia start times recorded were at least Qve minutes 
after the procedure had been initiated, with four procedures having a discrepancy o f  ten or more 
minutes; the largest discrepancy noted was t4  minutes. In one case, the anesthesia start time 
recorded was the same time as when the procedure was recorded to have been completed.

O n September 21.2007, a total o f  64 procedures were performed on 63 patients (one patient 
underwent both an l',GD and colonoscopy), including 33 procedures in room “A”  and 31 procedures 
in room “B”. The first procedure started at 06:59 and the last procedure ended at 17:03.

Anesthesia times recorded for the patients tanged from 25 minutes to 41 minutes, with a mean and 
median time o f  32 minutes (see Figure 7-1). Sbity-one o f  the 63 procedures (97%) had a recorded 
anesthesia time of between 30 and 34 minutes. The total amount o f  anesthesia rime recorded was 33 
hours, 25 minutes, a per-room average o f 16 hours, 42 minutes.

The source patient underwent a procedure mid-moming, and all infected patients underwent 
procedures within about three hours and thirty minutes o f the source patient's procedure. The order 
o f  patients’ procedures grouped by CRNA is presented in Figure 7-2, and the order of patients' 
procedures grouped by physician is presented in Figure 7-3.

A total o f  four physicians performed procedures on September 21.2007, and two CRNAs 
administered anesthesia in the rwo procedure rooms. The IVs o f  the source patient and five o f  the 
case patients were started by RN 1, and the IVs o f  the other two case patients were started by RN 2. 
Case patients had procedures performed in both procedure rooms on that day, and the procedures 
were performed using several endoscopes. N o case patients had a procedure performed with the 
same cndoscope as was used on the source patient. Four of the case patients had biopsies performed 
during their procedures, and three did not.

None of the following placed the patients at a statistically significant increased risk for infection 
(calculated among patients who had procedures subsequent to the source patient's procedure): 
having a biopsy, the physician performing the procedure, the CRNA administering the anesthesia, the 
technician assisting, the nurse starting the IV, the type o f  procedure, or the room in which the 
procedure was performed.
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Clinic records indicate that, although the CRNAs generally remained in one room for the majority of 
the day, CRNAs perfomjed procedures in both rooms. CRNAt remained in room “A" for all 
procedures that occurred both before and after the time period displayed in Figure 7-2, and CRN/\2 
remained in room “B” for all procedures that occurred both before and after the time period 
displayed in Figure 7-2.

According to padent charts, CRNA 1 began administration o f anesthesia to a patient in room “B" 
while still completing a procedure in room “A" approximately thirty minutes after the start of the 
source patient’s procedure. In addition, about two hours after the beginning o f the source patient's 
procedure, CRNA I administered anesthesia during multiple, overlapping procedures in both 
procedure rooms.

Both 20 milliliter (ml) /  200 milligram (mg) and 50ml/500mg propofol vials were checked out by 
t:RNAs on September 21,2007. According to the propofol daily sign out log. four 20ml vials were 
checked out and all four were returned. A total o f  twenty-four 50ml vials o f propofol were used. 
Initially, eighteen 50ml vials were checked out and none were returned, then an additional twenty 
vials were checked out and fourteen were returned. In total, 1,200ml o f  propofol (12,000 mg) was 
checked out and not returned.

A total o f  9,530mg of propofol was recorded to have been administered to the sixty-three padents, 
which would have required the use o f at least twenty SOOmg vials. Patients were injected with an 
average 1 Slmg o f  propofol (range 50mg-300mg); four patients needed more than 200mg, and four 
patients needed less than lOOmg.

O f forty-five liCSN patients from September 21,2007 who had procedures after the source patient, 
six padents (13.3%) were infected with the hepadds C virus and were geneucally linked to a source 
patient. An additional patient has been classified as having a possibly-associated infection, as genetic 
testing could not be conducted on the patient’s spedmen; this patient was not known to be infected 
with I lev prior to undergoing the procedure on September 21.2007 . Padents having procedures on 
September 21,2007 after the source case were over 31 million times more likely than non-clinic 
patients to develop an acute IICV infection (RR=31,702,375 [8,179,409; 122,876,729] p<.0000001).

The identified source padent was recorded to have received a total o f  200mg o f propofol, divided 
into four injections o f  50mg. 50mg, 60mg. and 40mg. The case padents (numbered in descending 
order o f the total amount o f  propofol administered) received injections o f the following:

Case patient 1: 170mg. divided into injections o f 50mg, SOmg. 50mgi and 20mg 
Case patient 2; 160mg, divided into injections o f 50mg, SOmg, 30mg, and 30mg 
Case padent 3:150 mg, divided into injections o f 50mg. SOmg. and SOmg 
Case patient 4:150 mg, divided into injections o f  lOOmg and SOmg 
Case padent 5: 150 mg, divided into injections o f lOOmg and SOmg 
Case patient 6; 130 mg, divided into injections o f SOmg. SOmg. and 30mg 
Case padent 7: 50 mg given as a single injection 

There vras no indication on the anesthesia record as to the number o f  vials used o r the amount of 
propofol drawn into a syringe at one time {Le. if syringe was filled with lOOmg and given as a single 
lOOmg dose or two SOmg doses to the same patient).
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July 25,2007 Cluster Investigation Results
As with the September 21,2007 records, procedure rooms were not recorded on the charts of 
patients fiom Jul)' 25,2007. For this date, a date error was not reported, and it was not possible to 
identify the room in which procedures had occurred. A total o f  67 procedures were conducted on 65 

padents on July 25,2007; two padents underwent both an EGD and colonoscopy.

The genetically- identified source patient was the first patient to have a procedure performed on July 
25,2007 by Physician B and CRNA 4. The procedure on the one newly-infected patient b ^ n  1 hour 
and 11 minutes after the source patient’s procedure began, and was also performed by Physician B 
and CRNA 4. Three additional patients had procedures performed by physician B and CRNA 4 during 
the time between when procedures were performed on the source patient and the newly-infected 
patient. According to the records o f the infected patient, the IV was started by CRNA 4.

Both 20ml (200mg) and 50ml (500mg) propofol vials were checked out by CRNAs on July 25,2007. 
According to the propofol daily sign out log, twelve 20ml vials were checked out and ten were 
returned. Twenty 50ml vials o f propofol were used on July 25,2008; initiaUy, five 50nJ vials were 
checked out and none were returned, then an additional twenty vials were checked out and five were 
returned.
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Part 8

Clinic Demographics

Methodology
Ages o f patients at the time o f  procedure were calculated from dates o f birth abstracted from the 
charts o f patients who had procedures at RCSN from September 21 ,2007 through September 24. 
2007.

Estimates o f  the proportion o f  Clark County residents that were potendally exposed were 
determined using the total estimated potentially-exposed patients and the 2007 mid-year certified 
populadon estimate from the Nevada State Demographer.“ J The total number o f persons exposed 
in each 5-year age group were estimated by applying the proporrion o f patients in each 5-year age 
group in the September 21,2007 through September 24,2007 ECSN sample to the total number of 
potendally-exposed patients. Age-specific rates were then calculated using the estimated total 
number of padents in each age group and age-specific 2007 populadon estimates from the Nevada 
State Demographer."H The percentage o f  households with an exposed padent was estimated using 
the total number o f  esQmated potendally-exposed patients and the number o f  esumated Clark 
County households from the American Community Survey 3-Year Estimates o f  the number of 
households in Clark C o u n ty . 'w

Clinic padent volume was determined by abstracdng informadon from two sets o f  log books 
maintained by the clinic, one for US Department o f Veterans Affairs (VA) patients, and one for non- 
VA padents.

The age-adjusted prevalence o f  hepatitis B and hepatitis C was calculated using age-speciSc 
prevalence rates determined in the Third National Health and Nutrition Examination Study 
(N liA N ES The age-adjusted prevalence o f  HIV infection including Acquired Immune
Deficiency Syndrome (AIDS) was calculated using age-specific national estimates o f  persons living 
with HIV/AID.S in 2007 and the clinic age distribution."«“ «-“‘ Nevada age- and race-stratified 
populations estimates made by the Nevada State Demographer for 2007 were used in the calculation 
o f  ratea.‘“

Analysis o f data was performed in Microsoft Excel (Redmond, \VA) and Statcalc 6 (Centers for 
Disease Control and Prevention, Atlanta, GA).
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Results
Data on 232 patients were available for analysis. The average age o f  clinic patients was 55.8, the 
median age was 57, and the range of ages was 17 to 83. Tlie age distribution o f  clinic patients is 
presented in Figure 8-1.

As described in Part 11, it is estimated that 49,254 patients were potentially exposed at ECSN 
between Match o f  2004 and January 11,2008, and 12,895 patients were exposed at DSEC (all dates), a 
total of 62,149 patients. The certified 2007 estimate o f  the Clark County population was 1,954,310, 
resulting in an estimated exposure o f  3.2% of Southern Nevada residents. ITie age-specific potential- 
exposure tate ranged from 0.4% o f Clark County residents age 15-19 to 14.2% o f Clark County 
residents age 65 to 69. O f  662,025 households in Clark County, 9.4% had a member potentially 
exposed at liCSN or DSl-C

In 2007, r;CSN performed 15,249 procedures on 253 business days, an average o f  60.3 procedures 
per day (range: 25 to 76). O f the procedures performed in 2007,34% were EGDs and 66% were 
colonoscopies.

Patient records were contained in two sets o f clinic log books, one for VA patients, and one for all 
other patients. Nine percent (9%) o f  patients were recorded in ECSN log books for VA patients and 
91% were recorded in the log books for other patients. Other than for VA patients, insurance 
provider information was not available for 1-.CSN. For DSFX;, 10.9% o f  all patients were insured by 
Medicate or Medicaid.

Biopsies were performed on 51% of patients, although statistically significant differences were noted 
between the two log books types in the biopsy rates. Non-VA patients were 21% more likely to have 
a biopsy than VA patients (RR=1.2 (1.13-1.28J, p<0.0000001), as 52% of non-VA patients had a 
biopsy and 43% of VA patients had a biopsy. Other than recording VA patients in a separate log 
book, the clinic did not report using policies or procedures different from non-VA patients for VA 
patients.

Based on national age-specific seroprevalence and the age distribution o f  clinic patients, the 
background prevalence o f  past or present IICV infection in the sample clinic population was 
calculatcd to be between 1.5% and 3.3%.

Based on national age-specific seroprevalence and the age distribution o f clinic patients, the 
background seroprevalence o f  IIBV in clinic patients was calculated to be 6.9%. Based on the ratio of 
chronic to past hepatitis B infections determined by NI IANi;s III, 0.6% o f clinic patients were 
estimated to have a chronic hepatitis B infection.

Based on national age-speclGc seroprevalence and the age distribution o f  clinic patients, the 
background prevalence o f HIV in clinic patients was estimated to be 0.4%.
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Part 9
Staff and Cluster 
Laboratory Investigation

Collection Methodology
SNI ID attempted to collect blood samples from all padents who had procedures on July 25.2007 and 
September 21,2007 to identiry source patients and patients with asymptomatic infections. For 
patients who refused interview or who could not be locatcd, commercial laboratories were contactcd 
to determine if the patients had undergone testing and if so, to obtain laboratory results. Death 
certificates were obtained for padents who had died in Clark County, Nevada.

In addition, SNI ID coUccted blood samples from ECSN employees with direct padent contact who 
were employed by the clinic at the dme of the field investigation in earlyjanuary, 2008.

All blood samples collected directly by SNI ID were drawn by licensed laboratory personnel and were 
accessioned and handled dirough previously-established laboratory procedures. Prior to the blood 
draw, .SNI ID staff verified the patient’s identity. For each patient, two tubes o f blood were collected 
by SNI ID staff.

SNPHI. contacted local commercial laboratories to obtain any remaining specimens from testing 
performed as part o f the patient’s disease identification and management by the patient’s provider. 
When available, frozen serum samples were submitted to the Southern Nevada Public Health 
Laboratory (SNPHI.) by the commercial laboratories through previously-established sample 
submission procedures and were accessioned and handled through previously-established laboratory 
procedures.

Specimens were generally screened for evidence o f  infection with IICV, HBV, or HIV, and those 
specimens that screened positive for evidence o f HCV infection underwent additional HCV genetic 
testing. The location of testing varied based on the group o f persons being tested:

• For SNI ID-collected specimens from clinic staff, one of the two tubes of blood was 
submitted to laboratories at the CDC for the initial MCV, HBV, and HIV screening. The second 
mbe reinained at SNI'III. In addition, lists maintained by SNIID of persons who had tested 
positive for HCV infection were reviewed for the names of current and former employees 
provided by the clinic, including those from whom specimens have been collected

•  For SNi ID-collected specimens from clinic patients with acute disease who had procedures 
on July 25,2007 and September 21, 2007, one o f  the two tubes o f blood was submitted to 
CDC for the initial HCV, HBV, and HIV screening. For patients who had screened positive for 
HCV infection, the second tube was divided, with one portion being submitted to CDC 
laboratories for HCV genetic testing, and the other portion remaining at SNPHL.
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• For commeccial Uboratoiy-coUccted specimens obtained by SNPIIL. the entire frozen serum 
sample was submitted to CDC laboratories for MCV genetic testing.

• For SNF ID-collected specimens from clinic patients without acute disease who had 
procedures on July 25,2007 and September 21,2007, one of the two tubes of blood was 
subtnitted to NSIIL for the inidal HCV, HBV, and HIV screening. For patients who had 
screened positive for HCV infection, the second tube was divided, with one portion being 
submitted to CIX. laboratories for IICV genetic testing, and the other portion remaining at 
SNPHl..

Although SNHD made recommendations for the testing of potentially-exposed clinic patients, SNUD 
neither collected nor submitted specimens foe testing other than from those patients desctibed 
above. Specimens from the two patients with acute disease that had previously gone unreported in 
2005 and 2007 (as described in Part 10 and Part 19, respectively) were not collcctcd nor submitted to 
CDC for genetic testing as incomplete information provided by the clinic made it impossible to 
identify other patients who had procedures on the same dates as case-patients, and thus no 
comparisons could be made to identify a potential source patient or additional infected patients.

Screening Methodology
Patient specimens collected by  SNI ID as part of th e  cluster investigation were tested for HCV, HBV, 
and HIV infection as follows:

•  HBV: total antibody to HBV core antigen with additional testing for IgM antibody to HBV core 
antigen (anti-l (Be) and hepadds B surface andgen on inidal testing positives

•  I ICV: an tibody  to  IICV (anti-HCV), w ith  add itiona l testing  by RIBA to  co n firm  a positive  HCV 
an tibody  resu lt w ith  a low  s ig n a l-to -cu to ff  ra tio  (a h igh  S/CO  is  co n sid e red  self-confim iing)

• IIIV: antibody to I ICV, with I llV-1 western blot testing to confirm antibody positive results

This same testing schema was recommended to healthcare providers for use in the testing of 
potentially-exposed clinic patients.‘« SNHD worked with commercial laboratories to develop testing 
panels to simplify the testing process for heahhcace providers, flowever, there vras no retjuirement 
to use the SNHD-recommended tests and healthcare providers had the option to use any FDA- 
approved diagnostic tests available at commercial laboratories. Laboratory diagnostic criteria from 
national case defmidons for HCV infection, HBV infection, and HIV infection were utilized to 
interpret laboratory findings for July 25,2007 and September 21,2007 patients not tested by SNHD.
t14.1ts.1i6-117.118

M oleculat T esting  M ethodology
Patient samples submitted to CDC for genctic testing were first genotyped by sequencing and analysis 
of a 300-nucleotide segment of the NS5B region.”* & c h  quasispecies was isolated from samples with 
a 95% or greater NS5B sequence homology to other submitted samples, and the HVR-1 region of 
NS5B of each viral isolate was sequenced using previously described methods.‘̂°'“‘ Included in the 
phylogenetic analysis was a reference group of six randomly selected participants from NILKNES III 
infected with HCV genotype la with a 95% or greater NS5B sequence homology to the suspected 
sourcc patients.”"

Results
Samples were collected from the 36 employees (including physicians) who were currently working at 
the facility at the time of the investigation in mid-January, 2008, and were identified as having direct
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patient contact. All samples subnaitted screened negative for evidence o f infection with HCV, HBV, 
and HIV. N o current or fortncc clinic staff were identiQed in existing SNHD databases as having been 
infected with HCV.

Sni i d  idendGed a  total o f  126 patients who had procedures on July 25,2007 and September 21, 
2007. Four o f  the patients were known to be infected with HCV prior to their procedures (if. 
classified as unrelated infections). O f  122 potentialljr-exposed patients, 107 (88%) were screened for 
infection through SNHD or commercial laboratories.

Three patients had since died and were unable to be interviewed or tested. A review o f death 
certificates indicated no evidence o f hepatitis, HIV infection, evidence o f  liver disease, or death from 
hepatitis-related causes. Information on the infecrion status on the remaining twelve patients was 
unavailable, as either SNHD was unable to locate the padents or the padents declined tesdng through 
SN HD and laboratory tesdng results from commercial laboratories could not be idenuBed.

O f all samples tested by SN IID  and commercial laboratories from padents who had procedures on 
July 25,2007 or September 21.2007, none tested posiuve for infecdon with HIV. Five patients tested 
positive for evidence o f past infection with HBV, although none showed evidence o f  chronic 
infection.

Molecular testing was performed on samples from ten patients who had screened positive for HCV 

infection: six padents with acute disease, two padents with non-acute disease, and two potential 
source padents. Despite repeated attempts, the sample from one non-acutely-infected patient was 
unable to be sequenced as a result o f  a low vital load. Samples from all six acute patients, one non
acute patient, and two potential source padents were determined to be o f genotype la.

Phylogenetic analysis (Figure 9-1) identified two distinct clusters o f  related infections. One cluster 
consisted o f patients who had procedures on July 25,2007, and included one source patient and one 
patient who subset]uently developed acute disease. The second cluster consisted o f patients who had 
procedures on September 21,2007, and included one source patient, five patients who subsequently 
developed acute ^sease, and one patient who was infected with IICV but ^ d  not develop acute 
disease. Both dusters were distinct from NHANES III patients tested.

The maximum genetic relatedness between the source patient and infected patient in the July 25, 
2007 cluster was determined to be 98.6%. The maximum genetic relatedness between the sourcc 
patient and infected patients in the September 21,2007 cluster tanged from 99.3% to 100.0%. Two 
padents were a 99.3% match to the source patient, three patients were a 99.7% match to the source 
patient, and one patient was a 100.0% match to the source patient.
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Part 10
Desert Shadow Endoscopy 
Center Investigation

In March 2008, SNI ID was contacted by a former patient of the Desert Shadow Endoscopy Center 
who reported that they had developed acute hepatitis C after a procedure at DSEC on June 14.2006. 
The patient reported that as part o f  a routine physical, he or she tested negative for HCV infection on 
June 12,2006, and developed the symptoms of acute hepatitis approximately 6-7 weeks after the 
procedure. Upon interview, the case denied any other risk factors in the six months prior to the 
onset o f  symptoms, and based on laboratory and clinical findings, the patient was determined to 
have met the case definition for acute HCV infection. An investigation was initiated into the practices 
o f  DSKC, g^ven the idcntificadon o f  the acute case in a  tJSliC padent and the association between 
DSEC and ECSN.

Methodology
Medical records o f the patient were obtained from the physician who had ordered the roudne 
physical and had diagnosed the padent with acute hepadUs C. The records were evaluated to 
determine if the patient met the case definidon for acute hepadds C infection and to identify if  and 
when the case was reported. Health district records were evaluated to determine if the case had been 
reported at the time of diagnosis.

At the rime o f the SNHD investigation into the transmission o f disease at the Desert Shadow 
Endoscopy Center, the clinic had been closed. In addition, all clinic documentation and files had 
been collected as part o f  a law enforcement investigation and were not available to SNI ID 
investigators. Thus, no field investigation was conducted.

In order to investigate the risk  o f exposure to patients, the NSHD Bureau of Licensure and 
Certification Statement o f  Deficiency dated January 30,2008 was reviewed (Available in Appendix 
L). Medical charts o f  the acute patient were reviewed and patient interviews were conducted in order 
to evaluate and classify potentially-infected patients (as described in Part 12 and Part IB).

Results
Physician records indicate an illness that met the case definition for acute hepatitis C. There was no 
indication in the chart o f  the disease being reported, and there were no reports received at SNHD. 
There was no evidence identified that, at the time o f diagnosis in August of 2006, the case was 
reported to SNHD by the diagnosing physician in accordance with NAC 441 A.

During the BLC clinic inspection on January 30. 2008, CRNA 5 reported the reuse o f a sin^e-use 
propofol vial for multiple patients to BIX inspectors. ITiis reuse occurred despite the existence o f
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fonml policies and statements by the nurse manager and a physician that CRNAs had met with the 
physician director at which time they were informed of the new policies. ”<'“5 The reuse of syringes 
at the clinic was not observed by BI.C surveyors. liCSN management reported that the CRNAs that 
worked at ECSN did not generally work at DSfiC.

N o  additional cases of acute IICV infection linked to DSIIC were identified, and five infections 
possibly linked to DStiC were identified (as described in part 18).
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Part 11
Investigation of Positive 
Laboratory Restilts, March and
April, 2008

Methodology
Per NAC 441A.570, diagnostic laboratories and healthcare providers are required to notify the health 
authority upon the finding o f  evidence o f infection with IICV in a patient or from a clinical 
specimen. Reports are submitted in several formats;

•  H ealthcare  p rov iders  o r  la bo ra to rie s  m ay call OOE an d  m ake a v erbal n o tifica tion
•  Commercial and hospital laboratories may call OOE or SNPHL and make a verbal notificadon
•  Laboratories or providers may submit a report by fax. using a standardized reporting form
• Laboratories may submit reports electronically through previously-established daily 

electronic reporting procedures.

As part of the ongoing hepatids C investigation, any patient reported to have developed acute 
hepatitis C disease was re(i:rred to a OIIS for investigation and foUow-up using established 
previously-established, routine OOE protocols and procedures.

Lab results were matched to the list o f  clinic patients provided by ECSN by matching first and last 
names, and addresses or phone numbers when available on the provider repo rt The identities and 
contact information of reported patients who could be matched were entered into a Microsoft 
Access (Microsoft Corporation, Redmond, WA) database developed to manage the information and 
track attempts to contact the patients. When sufficient contact information was available, cases 
repotted in March and early April o f 2008 were interviewed through a call-center established at 
SNHD.

An outgoing call ccntcr was established to assist OOE in the investigation o f  these reported cases; 
this call center was separate from the call center established to handle incoming informational calls. 
The call center was staffed by SNHD employees and members o f the Medical Reserve Corps of 
Southern Nevada. The Medical Reserve Core is a federal government program sponsored by the 
Office o f  the U.S. Surgeon General, and is designed to provide medical and public health surge 
capacity during times o f emergency or when needed to support local public health initiatives. Local 
Medical Reserve Corps members with a nursing or medical background were utilized in the call 
center to make outgoing calls and interview patients.
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Call centcr staff left messages for patients who were unavailable, and made up to two additional 
attempts to contact any patients who did not respond. Padcnts were questioned to confmn their 
identity, and to ensure that they had received (heir test results from [heir healthcare provider. If 
padents had not received their results, they were encouraged to contact SNHD once that had been 
accomplished. If padents idenrioes could be confirmed and they had received their laboratory results 
and consented to be interviewed, each panent was interviewed using a standardized questionnaire 
(see Appendix E). The quesdonnaire was implemented through an online survey tool. Survey 
Monkey. The questionnaire was terminated if  the paUent repotted any symptoms of acute hepadtis, 
and the padent was transferred to DIIS staff for investigation and follow-up using established 
previously-established, routine OOE protocols and procedures.

When all surveys had been completed, results from the survey were exported from Survey Monkey 
to Microsoft Access, and were analyzed using Microsoft Excel. Cases were classified accoiding to 
the classifications listed in Appendix B.

Results
A total o f 1,110 calls (including initial contact attempts and follow-up attempts to contact patients 
for whom die initial contact attempt was unsuccess&l) were made by the call centcr to 594 patients 
for whom positive laboratory results were repotted, resulting in 422 patient contacts. Fifteen persons 
refiised to speak with call center staff, including three who repotted doing so on the advice of legal 
counscl. O f the 407 padcnts who spoke with staff, 203 were aware o f  their test results and were 
willing to answer the questions on the questionnaire. A total o f  175 patients reported undergoing 
procedures at tiCSN during the risk period and were further evaluated.

O f these padents, 77 were identified as having a possible clinic-associated infection, and 50 were 
identified as having been infected prior to Uie procedure (i.t. had an unrelated infection). The source 
o f  infection for 20 patients could not be determined because o f die presence o f  odier major risk 
factors, and 28 patients did not provide sufficient information to interviewers to make a 
dcterminadon about the possible source o f their infection.

A complete breakdown of all calls made, including classification results, is presented in ubles 11-1 
and 11-2.
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Part 12

Patient Notification

Patient Information Request
On February 7,2008, SNHD requested a list o f all patients who had procedures during the risk period 
at the clinic from clinic management. March 2004 was selected as the beginning of the tisk period; 
clinic management reported that at that time, the clinic had undergone an expansion to a two- 
procedure room clinic and had implemented new protocols. January 11,2008 was selected as the 
end date o f  the tisk period. This date was the date in which unsafe injecdon practices were observed 
and clinic management was nodGed; the unsafe injecdon practices were observed to have been 
discontinued on the next day o f  operations. The health district requested an electronic &le with 
information on each patient, including the patient’s name, full address, date o f birth, procedure date, 
phone number, and the name of the insurance company billed for the procedure.

O n February 22,2008, legal counsel for fiCSN provided a compact disc to SNHD legal counsel 
containing one electronic file dated February 14,2008. For each patient, the clinic provided the 
patient’s name, full address, phone number, and system accession date. In addition, for some 
patients, the patient’s employer name and work phone number were provided. The list did not 
include the patient’s date o f birth, procedure date, o r insurance company billed. Patients who had 
undergone multiple procedures were only listed in the file one time.

The file was provided in electronic format, and consisted of a flxed-width system report printed to a 
file, with patient information spread over one or two lines o f the printout. A Microsoft Access 
database was developed to import the file and convert it to a standard format. Once standardized, 
the data were exported to a Microsoft Excel file for analysis

The patient notification letter (appendix D) and list o f addresses was provided to a Las Vegas-based 
company specializing in printing and distriljurion o f  large-volume makings. Prior to mailing the 
letters, the list was checked against the United States Postal Service’s (USPS) National Change of 
Address (NCOA) database to identify bad addresses and update the address for people have filed a 
change o f address form with USPS.

Completeness and Accuracy
A total o f  39,561 patient names were provided in the electronic file. Neatly 99% o f  clitiic patients 
were from Nevada (94.6% of clinic patients lived in Southern Nevada), although there were patients 
from 38 states and 2 territories. Because procedure dates were not provided, it was not possible to 
determine the completeness o f  the list at the rime it was provided to SNHD.
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Prior to mailing, a total o f  5,219 addresses (13.2%) were updated with current information from the 
NCOA, and 1,449 addresses (3.7%) were idendfied as being undelivcrable. In the initial SNHD mailing. 
38,112 letters were mailed to former ECSN patients. As the letters were sent as standard mail, letters 
that could not be delivered were not returned to SNHD, and it is not possible to determine what 
percent o f letters were unable to be delivered.

Based on SNHD evaluations o f clinic volume, it was estimated that the clinic performed over 50,000 
procedures between March 2004 and January 11,2008. In order to evaluate the completeness o f the 
list, in April o f  2008, a list was obtained from one insurance carrier o f patients for whom claims 
were paid.

The completeness o f  the list was evaluated by comparing a list o f instirance claims paid by a large 
insurer to the patient list provided by the clinic. Names from the insurer’s list were compared by a 
computerized matching to the list provided by die clinic. Any names not found in die initial match 
were then manually evaluated and matched to the clinic list.

O f 1,621 names o f patients for who claims paid by the insurer, 1,302 (80.3%) were found on the 
clinic list. Using diis percentage and the number o f  patients on the list provided by the clinic, it was 
estimated that the clinic list should have included 49,254 patients, 9,693 more than provided in the 
clinic list. This is consistent widi estimates made based on die analysis o f clinic volume.

Second Mailing
A second mailing was conducted in June o f  2008 to provide recommendations to patients o f  DSEC 
and to announce the SNHD Hepatitis C Exposure Registry. A process similar to diat used in die first 
mailing was used in the second mailing, with the only notable difference being that the letters were 
mailed first class to ensure that undeliverable letters would be returned to SNHD. A list o f  DSEC 
patients was obtained, and die same address verification process was conducted as described for die 
first mailing. Enrollment forms, as well as follow-up letters to ECSN patients (appendix D) and 
notification letters to D.SEC patients (appendix D) were mailed to 38,024 ECSN patients and 12,895 
DSEC patients. A total o f  3,012 letters from this mailing were returned to SNHD (5.9%), including 340 
from people who were reported to be deceased.
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Part 13
Commercial 
Laboratory Testing

Methodology
Existing SNI ID datasets were analyzed for changes in hepatitis test result reporting, including taw lab 
reporting logs, compiled datasets o f test results, and daily result tracking count logs. Also analyzed 
was a daUset provided by a commercial laboratory containing the number o f  relevant tests ordered 
between February 18,2008 and May 20,2008. The number o f HIV reports repotted by different 
commercial laboratories for the time period ofjanuary through March, 2009 was abstracted from 
the Evaluation I irv/AIDS Reporting System (the system used by SNHD for the investigation and 
surveillance o f Iirv and AIDS cases) to determine local commercial laboratory market share.

For dausets containing records with unique patient identifiers, records were de-duplicated using 
“The Link King” soft^vare (Camelot Consulting, Olympia, WA)'** for SAS Version 9 (SAS Institute, 
Cary, N q .

D ata analysis and visualization was performed in Microsoft Excel 2007 (Microsoft Corporation, 
Redmond, WA).

Daily counts o f tests ordered were adjusted using the estimated market share o f  the commercial 
laboratory providing the data to determine estimated daily test counts.

Baseline numbers o f  expected tests ordered were calculated by averaging the daily total o f  tests 
ordered from February 18,2008 through Febttiaty 27, 2008. The total number o f IICV tests ordered 
was calculated by combining EIA tests, comprehensive hepatitis panels, and acute hepatitis panels. 
The total number of IIBV tests ordered was calculated by combining hepatitis core antibody tests, 
comprehensive hepadus panels, and acute hepatitis panels.

Observed test counts and expected tests counts were adjusted by the laboratory's market share to 
derive the total number o f tests ordered.

Results
For the period o f Febmary 28, 2008 through May 20,2008, in addition to tests that would have been 
routinely ordered for hepadds or HIV (background), it is estimated that the following numbers o f 
laboratoiy tests were ordered in southern Nevada:

•  57,047 te sts  fo r  IICV in fec tio n
•  53,691 te sts  fo r I IBV in fe c d o n
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•  53,507 tests for 1IIV infection
Through the period described above, the number o f tests ordered continued to exceed die number 
o f  expected tests (see Figure 13-1).

For the period o f February 28,2008 through December 31.2008, SNHD received 2,172 initial 
positive lab reports in excess o f  what was expected given the baseline calculated from calendar year
2007. These reports consist of the first time a padcnt infected with hepatitis C was reported to 
SNIIU. In addidon, 12,331 excess positive tests were reported to S N llD a s  foUow-up tests for 
previously reported individuals. Through the end o f  2008, the number o f reports condnued to 
cxceed the number o f expected reports (see Figure 13-2).
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Part 14

Hepatitis C Exposure Registry

Methodology
Exposure registry enrollment fornu (appendix F) were mailed to approximately 51,000 former 
patients o f  KCSN and DSr.C. As correct contact information was not available for all clinic patients, 
registry enrollment forms were also available th ro u ^  the health district’s website.

Data provided on exposure registry enrollment forms was entered into a Microsoft Access 2003 
database (Microsoft Corp., Redmond, WA) developed for registry dau  management using a thcee- 
stcp pioccss. First, demographic and risk factor data was entered as provided on the application. 
Second, procedure dates were entered for patients who submitted verification o f their identity. 
Finally, testing and infection information were entered for all patients who were determined to have 
a procedure at OSEC or ECSN between March 2004 and January 11,2008.

Procedure dates were entered using documents provided by the enrollee, clinic-provided patient 
lists, and lists o f patients provided by insurance companies. Exact procedure dates were entered if 
they could be confirmed by one o f  the data sources. I f  the exact procedure date could not be 
confirmed, the clinic’s accession date was entered as an approximate procedure date if it was 
included on one o f the data sources. If the accession date was not available on the data source 
confixming the patient’s procedure (such as the list o f  patients who had undergone procedures at 
ECSN, but did not include procedure or accession dates), the best available date from documentation 
provided by the patient was entered as an approximate procedure date. In situations where it could 
be verified that the patient had undergone a procedure at the clinic but no date information was 
available, the padent-reported procedure date was entered as an approximate procedure date.

Reports o f the first dates o f infection were verified using documents provided by the patient and 
existing SNIID data sources forhepatids C infection.

Data for all forms were analyzed in Microsoft Excel 2003 (Microsoft Corp., Redmond, WA) and 
Statcalc (Centers for Disease Control and Prevention, Atlanu, GA).

Results
Through January 1,2009, the enrollment form was downloaded 1,297 dmes from the website, of 
which 9% were the Spanish-language version o f  the form.
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Through April 1,2009, a total o f 7,605 enrollment forms were submitted to the health district. O f 
the forms submitted, 5,628 (74.0%) provided documentation necessary to confirm the patient’s 
identity, while 1,977 (26.0%) did not.

O f the patients whose identity could be confirmed, procedure dates were identified for 5,084 
(90.3%). O f those with confirmed procedure dates, 3,898 enroUecs (69.3%) were identified as having 
procedures at ECSN, 1,100 enroDees (19.6%) had procedures a t DSEC, and 86 enrollees (1.5%) had 
procedures a tb o d jE C S N  and DSEC. A graphic depiction o f  the process is presented in Figure 14-1.

Among patients whose identity could be confirmed, an estimated 8% o f ECSN patients and 9% of 
DSEC patients enrolled in the registry.

All cases reporting infection were confirmed using the case definition as described in Appendix B.
In addition to provided documentation, existing SNUD data sources were examined to identify the 
first date o f infection. The first date o f  identification o f infection was recorded as the earliest date on 
which a specimen was collected that resulted in a positive laboratory finding for IICV infection by 
any methodology. Unconfirmed infections were those that were reported by the patient without 
supporting documentation and for whom no existing SNI ID documentation could be identified. The 
classification o f  these reported infections is presented in Table 14-1.

The average age o f people who submitted enrollment forms was 64 (Range 19-97); for persons with 
verified identity, the average age was 63. and the average age for persons whose identity could not be 
confirmed was 66. About one-third o f  patients 70 years o f age or older did not submit information 
that allowed for the verification o f  their identity, and were less likely to do so than patients under 70 
(RR=1.45, [1.34-1.56], p<.0000001).

Over 46% o f clinic patients with verified identities provided an email address, and were more likely 
to do so than patients whose identity could not be verified (RR=1.19,1.16-1.22, p<.0000001). 
Former clinic patients under 70 years o f  age with verified identities were more likely to provide an 
email address than former patients 70 years o f  age and older (RR=1.72, [1.60,1.85], p<.0000001).

O f  the 7,605 forms submitted, 60 were submitted on behalf o f  a deceased patient, 36 o f  which had 
sufficient documentation to verify the identity o f  the submitter.

Enrollment forms were received from former patients living in 42 states, with Nevada residents 
comprising 94.8% o f enrollees. O f all forms submitted, 89.9% were paper forms mailed out by the 
health district; the remaining 10.1% were forms that were either picked up at health district locations 
or were printed from the SNI ID website.

O f 310 enrollees reporting having not undergone testing, 40.6% did not report a reason for not 
being tested. O f those who provided a reason, 32.1% reported not having been notified of their 
exposure, 15.8% reported that it was not necessary or that they did not feel ill, 11.4% reported cost 
as a barrier, and 11.4% reported that testing was scheduled but had not been completed (including 
patients in the window period).
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Part 15

Call Center

Methodology
Inbound calls from the general public were transferred to a telephone number that had been 
previously reserved for public health informadon requests during events and emergencies. Calls to 
this number were routed to the Rocky Mountain Poison and Drug Center (RMPDC) in Denver, CO, 
which serves as the poison control center for the state o f Nevada, as well as the states o f  Colorado, 
Idaho, Hawaii and Montana. RMPDC also provides call center services for events such as public 
health emergencies; call center staff have a medical or health background and go through a 
standardized training program to ensure the accuracy and consistency o f  information provided to 
callcis.

Upon connecting to the call center, a pre-recorded message was played for callers providing answers 
to the quesdons most frequently asked by callers. This message was changed as the response 
progressed to reflect the most frequently asked quesdons by callers. This message was also played 
for persons calling outside the normal hours o f call center operauon which inidally was available 
from 7;00am through midnight. The hours o f the call center were adjusted throughout March. 2008 
to reflect the changing demand for informadon from the public.

In fo rm a d o n  p ro v id e d  by the  call ce n te r to  th e  general pub lic  cam e fro m  frequendy  asked  questions 
(I'AQs) d eve loped  by  SNIID, NSHD an d  BLC fo r  Uiis ev e n t w hich  w ere  p ro v id e d  to  RMPDC and 
en te red  in to  th e  com m ercia l call cen te r so ftw are. T h e  TAQ library w as u p d a ted  as n ee d ed  d iroughou t 
th e  resp o n se , a n d  th e  FAQ u sed  by  th e  call c e n te r  can  b e  fo u n d  in  A p p en d ix  G .

The software used to operate the call center tracked basic informadon about the call, including the 
date, time o f the call, the zip code provided by the caller, and the specific FAQs used to answer 
questions from the caller. Other than die zip code of the caller, no idendfying informadon was 
collected or recorded about each call unless the caller was self-reporting an infection. The contact 
information o f  persons self-repordng an infection was provided to SNHD on an ongoing basis, 
although the number o f  such reports made to SNHD by the call center was not tracked.

Standardized reports o f  call center activity, including call volume, locations of callers, and the 
frequency o f  inividual FAQ usage w ere  provided on an ongoing basis throughout the operations o f  
the call center.
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Call C entet Results
From the activauon of the call center at Ipm  on Febtuaiy 27,2008 thiough the end o f  October
2008, the call center received 35,391 calls (See Figure 15-1). O f these, 14,912 (42%) spoke with call 
center staff and 20,479 (58%) only accessed the prerecorded message. O f the callcrs who spoke with 
call centet staff, 96.6% were from Clark County, 2.7% were from within Nevada but outside Clark 
County, and 0.6% were from outside Nevada.

O f all calls, 8,651 (24%) were received between the activation o f the call center at 1pm on February 
27, 2008 and midnight on Saturday, March I, 2008. An hourly distribution o f  call volume over the 2- 
and-a-half days after the activation o f the call center is presented in Figure 15-2. An additional 
14,652 calls (41%) were received the following week, and over 75% o f calls to the call center 
occurred within 17 days o f the acdvarion o f  the call center. The day with the greatest number of calls 
was Monday, March 3, 2008, when 4,221 calls were received. The greatest number o f calls received 
in one hour occurred between 1pm and 2pm on Thursday, February 28,2008, when 510 calls were 
received.

Anecdotally, call center management reported an increase in the average duration o f  (he calls as the 
response progressed and that it was a result o f  callers shifdng from mainly asking factual questions 
to requiring increased counseling and support.

The m o s t frequendy udli2ed I'AQs included;
•  Which clinic are we talking about? (17% o f callers)
•  Where can I get tested? (12% o f callers)
•  When were the known cases exposed? (5% o f  callers)
•  Can you tell me if I'm on the list and should receive a letter? (5% o f callers)
•  I am uninsured. When can I get tested? (5% o f callers)
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Part 16
Southern Nevada Health District 
Outbreak Website

Methodology
Monthly summaries o f  web page views o f the SN UD website were produced from web server logs 
using Advance Web Statistics 6.9 (Laurent Destailleui, Montigny-le-Btetonneux, France). “7 
Indhrldual files were selected for analysis from the directory on the website used for outbreak-related 
information and from other related Qles. Unique page views and the number o f times a page or file 
was the web user’s initial page viewed were extracted for the reports for analysis. Data analysis was 
performed in Microsoft Excel 2007 (Microsoft Inc., Redmond WA).

Internet searches were evaluated using the Google Insights for Search tool (Google Inc, Mountain 
View, CA)“> and Microsoft Excel 2007 (Microsoft Inc., Redmond WA).

SNHO Website Results
From February through December o f 2008, there were 116,149 unique views o f outbreak-related 
pages on the SNUD website. The total unique views by month are presented in Figure 16-1.

O f  all unique views, 88,344 (76.1%) were hypertext markup language (HTML) page views, and 25,471 
(21.9%) were portable document file (PDF) views. Multimedia files accounted for 1,826 (1.6%) of 
unique page views, including 1,245 (1.1%) video file downloads, 163 (0.1%) audio file downloads. 
Also included in multimedia file downloads arc 418 (0.4%) downloads o f the graphic entitled 
"Unsafe Injection Practices and Disease Transmission”  in Adobe Illustrator (Al) and Encapsulated 
PostScript (EPS) formats.

The most frequently viewed web pages, documents, and media files are listed in Tables 16-1,16-2, 
and 16-3, respecuvely. The most frequently viewed Spanish-language items o f  all types are presented 
in Table 16-4.

Google Search Results
At the time o f  the public announcement, Google was the most popular search engine used on the 
internet, performing nearly 59% o f all internet searches.^’ In March of 2008, Google identified a 
200% increase in website searches for the term "hepatitis”, making it the S'* most popular health 
search in Las Vegas, and a 160% increase in website searches for the term "endoscopy”, making it 
the 7* most popular health search in Las Vegas.u" In addition. Las Vegas website searches for 
“hepatitis C” increased 130%, and website searches for “endoscopy center” increased 90%.
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Google health news search volume was above nonnal for Las Vegas from February 28,2008 
ch rou^  mid-March, 2008 at a level not reached again through March o f  2009. The most frequent 
health news search for that time period is “cndoscopy”, with “endoscopy o f Nevada” ranking 4* 
and "hepatids” ranking 5*. The search frequency for each o f  these terms had increased over 4,000% 
from January of 2008. “i '
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Parti?

Media

Methodology
SNI iD-relatcd media coverage is toucinely tracked by ihe SNI Il> Public Information Office and 
generally included reports o f local origination and those from national news outlets broadcast or 
distributed locally. Media coverage related to the invesdgauon and response was idenuGed through 
logs o f  interviews conducted with health district staff, stories directly idendfied in local media, and 
reports idendfied by an outside media tracking company. The log idendfied the date o f  the report 
and media outlet, and when appropriate, the times the report was aired. Repeat airings o f  the same 
report as pare o f the same newscast, such as in an early morning news television broadcast, were not 
individually counted.

Media coverage logs generally did not contain stories that originated locally but were broadcast 
elsewhere (f.j. wire stories), general discussions o f  the invesdgadon or response (f.g. current events 
or interview shows), or broadcast reports in local markets outside Southern Nevada. Stories 
published on the websites o f media oudets, blogs, or internet discussion forums were not counted 
for purposes o f this report

As part o f the routine duties o f  the Public Information Office, stories were generally reviewed to 
evaluate content and accuracy, with staff responding as appropriate to inaccurate reports at the time 
the problems are identified. For analysis purposes, stories were not reviewed for placement, content, 
or general tone.

Daily totals o f stories in newspapers, on radio, and on television were calculated from a review of 
routine monthly reports produced by the Public Information Office.

SNllD developed and issued media advisories and releases to local media outlets through fax and by 
email, as well as posted the releases and advisories on the SNMD website. A list o f news releases and 
media advisories was compiled from the news release section o f the SNI ID website.

Results
A total o f 2,125 stories were identified for the time period o f February 27,2008 through December 
31, 2008. O f these, 474 (22%) were print stories and 1,651 (78%) were broadcast media reports. 
Monthly counts are reported in Table 17-1.

Print stories were identified in EtMHada, Htmlersoii Homt Niws, In BHsi«ist Las Vt^m, Labo/itaa ValUy 
Nrjw, Las Vigas Biisimss Pms, Lax Vt^as Rtmw-Joitmal, Las Vegas Sun, Las Angtks Times, Mojave Daiff
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N im , NiPuJaAJ^al, NfW York Tima, Rtno Ca^tti-Jo»ma/, Summer/in Homt Ntivr, Siimmcrlia Stuthmst 
Homt News, and USA Tody.

Local broadcast reports were identified from LVl (Cable Channel 1), KNTV (NBC -  Channel 3), KWU 
(FOX -  Channel 5), K1>\S (cas -  Channel 8), KVBC (ABC -  Channel 13), KINC (Univision - Chiinel 
15), KVCW (CW - Channel 33), KBLR (Telemundo - Channel 39), KAZA (Azteca America - Channel 
63), KNUU (970 AM), KDWN (720 AM), KNPR (88.9 FM). The story was also aired locally as part o f  
several national news programs, including reports on yJBC World Nevs, CBS News, FOX eJ"
Fritadi, A ll  Things Considtrtd (NPR), ir\dABC Radio.

The greatest number o f  reports identified on a single day occurred on Friday, March 7, 2008, where 
109 were aired or printed. From tlje day o f the public announcement on February 27,2008, at least 
one report appeared locally for 67 consecutive days, through May 3,2008. O f  all reports, 30% 
occurred within two weeks o f the announcement, and 57% occurred within one month.

Media Releases
Over the course o f the outbreak, SNI ID issued eleven News Releases and one Media Advisory. Half 
o f  these releases were distributed within one month o f  the public announcement o f  the noaficadon. 
The complete releases are provided in Appendix H.
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Part 18

Cost

Methodology
Outbreak-related time expenditure was tracked bjr individual SNI ID offices and submitted with 
payroll forms for the period o f  February 1,2008 through May 9,2008. Staff dme expenditure for 
periods prior and after this period were estimated by staff members involved in the ongoing 
investigation and response. Costs include the base pay rate o f  staff members as well as indirect costs. 
Costs for non-personnel-related items and temporary staffing were determined from actual charges 
toSNIID.

The cost to the public health and medical system for the testing o f  exposed patients was calculated 
using the Medicare reimbursement rates for general medicine and family practice and the average 
costs o f the specified laboratory tesdng panel in Southern Nevada. The cost to the public health and 
medical system for the management o f those determined to be infected was calculated using cost 
estimates from published literature adjusted into 2008 dollars using the medical care component of 
the consumer price index. "aiiM

Results
The total cost to SNI ID for the outbreak investigation and response was determined to be $828,369. 
This includes f2SS,605 for staffing. The total breakdown o f costs is presented in Table 18-1.

The market-share weighted cost average cost o f  laboratory testing was calculated to be J232.79. 
Laboratory tesdng for all potendally-exposed padents was estimated to be fl3 .8  million, including 
$11.1 million for the tesdng of ECSN padents and $2.7 million for the tesdng o f  DSEC patients.

Some insurance plans and clinics announced that they would not require a physician visit to order a 
lab test or obtain testing results.«s«» Complete information on the requirements for all providers 
and insurance companies was not available, thus it was not possible to calculate the percentage of 
padents who visited a doctor for either of these two purposes. The cost of physician office visits for 
laboratory testing referrals and result reporting was estimated to be approximately $1 million for 
each 25% o f the padent population who required such visits. If  all padents were requited to have 
these visits, the total costs would be approximately $4 million.

As the decision to treat a person infected with HCV is one that is made on a case-by-case basis, it is 
not possible to estimate the percentage o f patients infectcd or possibly infected that will undergo 
treatm ent The treatment cost for one padent was estimated to be approximately $30,000; this 
includes the direct costs for professional services, laboratory testing, and medications, but does not
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include tinie spent by the patients, lost work, or quality of life issues. I f  all 115 identified infected 
patients were treated, the total cost would be approximately (3.3 million.

Given an average patient age o f 56, and a life expectancy at birth in 1950 o f 68 years,® patients were 
assumed to be infected for a total o f  12 years. The annual monitoring and management o f  the 115 
MCV-infected patients for these 12 years is estimated to cost $260,000. About twenty percent of 
patients are expected to develop cirrhosis, and in patients infected after age 50, cirrhosis develops 
about ten years after infection.'^’ The treatment o f cirrhosis is estimated to cost approxinutely 
$110,000, and the treatment of the two expected cases o f hcpatoeellular carcinoma is estimated to 
cost approximately $100,000. The total cost o f treatment of the 115 patients does not include 
complications from cirrhosis or liver transplants, and is estimated at $460,000.

In total, the cost to the community for laboratory testing for exposed patients, treatment o f infected 
patients, and the SNIID investigation ranged from $16.3 million to $21.9 million. These costs do not 
include costs to other investigating agencies, loss o f earnings for those who were infected, or any 
other costs to the community.
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Part 19

Summary of Identified Cases

Case Finding
Several approaches were taken to idenbfy both potential source cases and additional clinic-associated 
cases o f acute hepatitis C or infection with hepatitis C virus;

•  Procedure charts from all pauents who had procedures at F.CSN on July 25, 2007, and 
September 19,2007 through September 21,2007 were reviewed for documentadon or 
indication o fp d o r infection with hepatitis C-

•  Recent acute hepatius C cases reported to OOE were reviewed for reports o f endoscopic 
procedures at 15C5N and matched to clinic logs.

•  Individual positive laboratory results from commercial laboratories were submitted to SNITO 
per routine reporting protocols. When sufGcient contact information was available, cases 
repotted in Nfatch and early April of 2008 were interviewed through a call-centec established 
at SNHD (as described in part 1).

•  Names o f  patients on July 25, 2007 and September 19,2007 through September 21,2007 
were matched to the OOE hepatitis C lab report registry. Patients with a first positive test 
result reported after September 2007 were investigated to identify evidence o f  acute 
infection.

•  A patient exposure registry was developed to solidt information from former clinic patients 
(as described in part 13)

■ Patient self-reports o f  acute hepatitis C infection made to SNHD were investigated to identify 
evidence o f  acute infection.

•  ECSN staff were interviewed in regards to their medical history (including prior diagnosis 
with HCV infection), surgical history, and risk factors for hepatitis, and provided a blood 
sample for laboratory testing for bloodbome pathogens.

Names of acute hepatitis B eases who were identified in 2006 and 2007 by SNHD and were 50 years 
o f  age or older were cross-matched with clinic rccords.

Newly-identified persons infected with 111\', acute hepatitis B, or acute hepatitis C were questioned 
about procediues at [-:CSN or DSCC, as well as matched to the list o f known clinic patients.

Names o f  clinic patients were cross-matched to the list o f  persons known to be infected with HIV. 
The records from all matching patients were evaluated for significant risk factors for HIV infection, 
and persons from whom those risk factors could not be indentified were re-interviewed to identify 
potential sources o f  infection.
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Results
N o incident lliv infections could be linked to KCSN, as all patients evaluated either were infected 
ptior to their procedures or reported other significant risk factors for infection.

O ne acute hepatitis B case was identified as having undergone a procedure prior to the onset of 
symptoms. The association with the clinic was coincidental, as the onset o f symptoms was 
insufficiently long after the procedure date to be the result o f  a clinic-acquired infection. No other 
acute hepatitis B cases were identified to have undergone procedures at the clinic.

A total o f  eight cases could be directly linked to ECSN.
•  One had a procedure on June 7,2005 and developed acute hepatitis C. The case was not 

reported by the provider at the time o f  diagnosis, but was identified through a patient self- 
report to SNHD.

•  One had a procedure on July 25,2007, developed acute hepatitis C, and was genedcally 
linked to a source patient on that day.

•  Six had procedures on September 21,2007:
o  Five developed acute hcpatids C and were genetically linked to a source patient on 

that day
O One did not develop acute hepatids C and was genetically linked to a source patient 

on [hat day

O ne case was linked to DSP.C; the case had a procedure on June 14,2006, developed acute hepatitis 
C approximately 6-7 weeks later, and reported no other risk factors

A total o f  106 cases have been classified as possibly linked to the clinics, including 101 eases diat 
were possibly linked to F.CSN, and 5 cases that were possibly linked to DSliC.

There was insufficient informadon available to determine the source o f infection for 32 patients, 
each of whom did not develop acute hepatitis C and reported one or more major risk factors for 
I lev infection.

A total o f  130 people were identified who had been infected with HCV ptior to their procedure or 
procedures at the clinic.

Through genetic testing, source patients were identified for patients infected on July 25, 2007 and 
September 21,2007. Source patients were not identified for other linked or possibly-linked cases.

A summary o f  the identified cases is presented in Figure 19-1.
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Part 20

Discussion

The 9 linked cases and 106 possibly-linked cases idendfied during the course o f  this investigation 
represent the largest reported outbreak o f health care-associatcd hepatitis C infection in United 
States history.wM" O f 33 health-care acquired hepatitis C and hepatitis B outbreaks reported 
between 1998 and 2008 identified in a CDC s tu d y , th e  outbreak related to ECSN and DSCC was not 
only the largest, but resulted in the possible exposure o f  more padents than the other 32 outbreaks 
combined. In all, approximately 63,000 padents were potendally exposed to the blood o f other 
patients through unsafe injecdon pracdces, resuldng in the largest public health nodficadon of its 
kind in United States history. Based on direct costs to SNHD, esdmates o f  the cost o f  tesdng and 
numbers o f  persons tested, and the coat o f  treadng infected individuals, the total cost o f  this 
outbreak could be as high as between $16.3 million and f21.9 million.

Seven MCV infecdons were genedcally linked to infecdons in two source padents who were infected 
prior to undergoing procedures at the clinic and reported such infecdons to ECSN staff in pre- 
procedural interviews. Despite the relatively high mutadon rate o f  MCV, one case-padent isolate was 
an exact match to a viral isolate from one o f  the source padents, and isolates from each o f the 
remaining six padents were at least a 98.6% match to that o f  the other source padent. Source- and 
case-padent isolates from both July 25,2007 and September 21,2007 formed clusters disdnct (tom 
each other and disdnct from NIiAN ES III padent isolates, fiirther indicating a high degree of 
relatedness between source and case padents. Given the facts that;

•  There is a high degree o f  relatedness (in some cases an exact match) between viruses isolated 
from source padents and case padents, and

•  The procedures performed on case padents occurred on die same day as the procedures of 
the source padent to whom the case padent was genetically matched, and

•  For each genedcally-linked infection, the initiation o f the source patient’s procedure 
preceded the initiation o f  the case patient’s procedure, and

•  All generically-matched source and case padents were given injected sedatives, and
•  There were no potential sources o f infection or common exposures or behaviors identified 

between any o f the source and case patients outside o f  undergoing procedures at ECSN,
it is evident that all genetically-linked infections occurred as a result o f undergoing procedures at 
ECSN.

Transmission is believed to have occurred through a combination o f unsafe injection practices. The 
reuse o f  syringes to access vials could have introduced the blood o f padents (and any viruses 
therein) into vials o f  propofol (see Figure 19-1), and the vials were then reused for subsequent
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patients, transmitting any contamination to those patients. The reuse of single-use vials of Ptopofol 
for multiple patients was identified through clinic documentation, and was documented to have 
occurred on the days o f known transmission. It was also observed at the time o f  investigation in 
January 2008, and was reported by staff members as a common practice o f  the clinic. The reuse of 
syringes to access vials o f  Ptopofol was observed by investigators in January o f 2008, and was 
described by staff members as a common practice o f  the clinic at the time of the identified disease 
transmission.

Transmission o f  hepatids through the contaminadon o f  medications used for multiple patients has 
been identiGed in previous outbreaks and established as theoretically possible through laboratoiy 
experimentation. H>'*«'‘« ‘«Experimental studies found that syringes fcequendy become 
contaminated with blood “even if only the needle had been in contact with blood”. That same study 
found that over one-third o f the syringes tested becamc contaminated and concluded that “This 
high rate of contamination emphasizes the uselessness o f  [changing needles] to prevent syringe 
contamination.”

The mode of transmission identified in this outbreak has been identified in numerous other 
outbreaks both within the United States and internationaUy. A review o f over 600 published 
outbreaks that have been investigated worldwide since 1992 identified unsafe injection practices as 
the vehiclc of transtnission in most o f  those outbreaks.'" Even subsequent to the announcement of 
the exposure in Southern Nevada in February o f  2008 and subsequent national media coverage, 
similar exposures continue to occur.H» M»

Safe injection practices have been well-established as well as widely publicized. CDC guidelines 
recommend the use o f  “a sterile, single-use, disposable needle and syringe for each injection 
given”.'SO-151 The American Society p f  Anesthesiologists recommends that “sterile needles and 
syringes should always be used to aspirate the contents o f  an ampoule or vial”®. Guidelines from 
the American Association o f Nurse Anesthetists state “D o not reuse needles and syringes. Once 
used, all needles and syringes are contaminated. They arc single-use items".'sa In addition, tiiese safe 
injection practices have been described as being common sense practices by CDC officials^, 
politicians, and in scientific publications. •5«- 'ST'WPtopofol (marketed under the trade name 
Diprivan'f'*) has been approved by the FDA, and is labeled for, single use. Although it can be argued 
that “single use” means used in one set time period (even for multiple patients) and not stored for 
latei use, product labeling approved by the FDA in 2001 states that “Oiprivan Injectable Emulsion 
should be prepared for single-patient use only. Any unused portions o f Diprivan Injectable 
Emulsion... must be discarded at the end o f  the anesthetic procedure or at 6 hours, whichever 
occurs sooner.”'S9 Thus, the product labeling clearly states that the vial is to be used for a single 
patient and tiiat any leftover medication must be discarded and cannot be used for subsequent 
patients.

As the infections occurred in patients who had procedures in two procedure rooms, it was necessary 
for the contaminated propofol vial or syringe to move from the room where the contamination 
occurred to the sccond procedure room. Movement o f  the CRNAs between rooms provided ample 
opportunity for this to happen, as vials or pre-fiUed syringes could have moved between rooms. 
According to clinic documentation, there was movement o f the CRNAs between the two rooms 
around the time o f  the source patient’s procedure and prior to die second group o f  patients 
becoming infected (starting about two hours after the source patient’s procedure).
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As the minimum total amount o f  propofol needed to infect all patients was 280mg, it Is possible that 
additional contaminated vials were unnecessary to transmit infection, and diat each patient received 
an injection from the initially-contaminated SOOmg vial.

In addition to infection from a single vial, the contamination could have been spread to other vials, 
which then could have been used to infect patients. If  a syringe drawn from the initially- 
contaminated vial was reused to draw a second dose for a patient from a new vial, the contamination 
would have passed into the new vial. This process could have continued over the course o f the day, 
contaminating multiple vials in succession (sec Figure 19-2). Given the observed practiccs o f pre- 
fiUing syringes and storing previously-used vials on the anesthesia table for later use, injections from 
this single vial could have been spread out over a several hour period. These practices also increased 
the likelihood o f  the contatninadon o f  additional vials, and may have resulted in the contamitution 
o f  multiple vials directly from the initially-contaminated vial. The result o f  either method of 
contamination would have been the presence o f multiple sources o f  contaminated propofol in the 
clinic.

Each contamination would have resulted in a dilution o f  the contamination and a decreased, but not 
eliminated, risk o f  infection given the same exposure. As the viral load of the source patients and the 
amount of blood resuldng in the initial contamination are unknown, it is not possible to calculate the 
concentration o f virus or the effect o f  the diludon.

The pre-fiUing of syringes and contamination of additional vials would have allowed the 
contamination to remain in the clinic for several hours; this would have been unnecessary for 
transmission to occur on July 25,2007, as only one patient was infected, and infection was 
transmitted less than 90 minutes after the contatninadon occurred. Laboratory experiments have 
indicated that HCV can survive on environmental surfaces for at least 16 hours, and in propofol for 
at least two hours (the study did not test the viability of HCV for more than two hours), sufficiently 
long for transmission to occur in this setting.*̂

The unsafe injection practices utilized in the clinic clearly allowed for the contamination o f the 
propofol vials used in the clinic, and those same unsafe injection practices provided multiple 
opportunities to transmit the infection from contaminated vials to clinic patients.

Other possible modes o f  transmission were examined and ruled out, including the reprocessing or 
reuse o f the endoscopes, the use or reuse o f  biopsy equipment, reuse o f  disposable equipment (such 
as bite blocks), staff-to-patient transmission, and the IV placement process (see Table 19-1).

Although a problem o f the reuse o f detergent in the reprocessing o f endoscopes was identified, this 
problem was not thought to pose a risk for disease transmission between patients; the endoscopes 
were cleaned with a brush, and the test o f  the cleaning process was sufficient to sanitize the 
e q u ip m e n t.In  addition, no infected patients had procedures performed with the same endoscope 
as the source patient.

Staff-to-patient transmission o f hepatitis had been reported in previous outbreaks, although this type 
o f transmissions has typically been the result of drug diversion by a staff member.'" Propofol abuse 
by healthcare professionals has been reported, although the phenomenon has not been as widely 
reported as narcotic abuse.'‘J '‘i In this outbreak, staff-to-patient transmission was ruled out, as no
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staff members were idenrified as being infected with HCV, and genetic testing identified that the case 
patients were infectcd with the same virus as the source patient on both July 25,2007 and 
September 21.2007.

The placement o f  rvs was consideied as a possible mode o f  transmission, as injection practices in 
general were considered possible sources o f  disease transmission during the field investigation. In 
addition, contamination o f  multi-dose saline vials had been identified in previous outbreaks.“s

Disease transmission through the contamination o f  mulu-dose saline vials in the clinic is not 
consistent with investigative findings, including reports by staff members and clinic documentation. 
In the IV preparation room, clinic staff were observed (and reported as common practice) to flush 
the IV a single dme after placement. As the saline vial would not have been accessed a second time, 
the vial would not have t^en  contaminated through the reuse o f  a syringe to access the saline.

[n addition, disease transmission through contaminated multi-dose saline vials in the IV preparation 
room could be ruled out for the patient infected on July 25, 2007. The source patient on July 25, 
2007 was the first patient o f the day, and had an IV placed by CRNA 4 in the procedure room. Clinic 
staff stated that CRNAs frequently placed IVs for the first patient o f the day in the procedure rooms. 
The infected patient had an IV placed by UN 1, which would have occurred prior to the procedure in 
the IV placement room. As the source patient on July 25,2007 did not have an IV placed in the IV 
preparation room, contamination o f the multi-dose saline vial in the IV preparation room could not 
have occurred, and disease transmission could not have been the result of this contamination.

In contrast CRNAs admitted lo using unsafe injection practices, reported being instructed to use 
such practices, and were observed doing so. During the investigation, CRNA 1 was observed 
perfomiiing injections in an unsafe manner, and CRNA 4 repotted using sitnilar practices to 
investigators. These CRNAs were the same CRNAs that were working at the clinic on September 21, 
2007, the day on which the largest cluster of cases had procedures. In addition, CRNA 4 performed 
the procedures on both the source patient and the infected patient on July 25,2007.

The decision to notify patients was based on the identification o f unsafe injection practices at ECSN. 
The identification o f  the outbreak at F.CSN led to the discovery o f the unsafe injection practices, and 
confirmed that the practices were considered a “Category A” infection control breach.'“  A 
“Category A” infection control breach is defined by CDC as “gross mistakes in infection control 
practices, typically with identifiable risk”, which includes “reuse o f contaminated syringes to access 
multi-dose medication vials or intravenous fluid bags” . For “Category A” infection control 
breaches, CDC advises that “patient notification and testing is warranted" and that “an identifiable or 
significant risk o f  bloodbome pathogen transmission exists and should be considered to outweigh 
the potential harms o f  patient notification and testing”. ‘W

in  this situation, early medical treatment and management is known to provide significant survival 
benefit to persons infected with HIV and HCV.>M->e« As most hepatitis C infections transmitted in 
this setting were cxpected to be asymptomatic, laboratory screening was necessary to identify 
infected patients. T^is screening could only be achieved through notification and subsequent 
laboratory testing o f  the exposed patients.

The dme period chosen for notification corresponded to the time period for which the practices 
were known to be occurring. The unsafe injection practices were identified by investigators and
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reported to the clinic on Friday, January 11.2008. with the clinic’s corrcctive actions that day 
marking the end of the exposure period for patients. Numerous clinic staff and administrators 
repeatedly stated that clinic procedures had not significantly changed since March o f  2004, when the 
clinic underwent a remodeling and expansion. Although the unsafe injection practices may have 
occurred prior to this date, it was not possible to make this determination based on the clinic 
records.

The preferred approach to padent notification was a direct, individual nodfication o f  former clinic 
patients through letters mailed directly to each patienL However, a complete indrddual notification 
through mailed letters was not possible because o f  an incomplete padent list provided by the clinic. 
Because of missing data elements in the list provided by the clinic, the completeness and accuracy o f 
the list could not be determined at the dme the list was provided to SNI ID, ̂ though initial esdmates 
that approximately 10,000 padents were left o ff the list of ECSN padents were later confirmed.

Prior to mailing, addresses were updated to include any changes o f  address in the National Change 
o f  Address database maintained by the United States Postal Service. Through this system, a number 
o f  addresses on the list were deternuned to be undeliverable, further emphasizing the need for an 
announcement through the media.

Given the incompleteness o f  the list and that many addresses were found to be undeliverable, it 
became necessary to use die media to reach padents who could not be contacted by direct mail in 
order to encourage those padents to undergo laboratory testing. SNHD disagreed with the clinic 
management’s assessment that "Because all padents who could potentially be at risk can be 
identified through the facility’s records, direct mail notiCcation is likely to be most effective and 
should be preferred rather than general public media nodfication.”'™

A news conference was held concurrently with the mailing of letters as a means o f  contacting 
patients for whom home address infozmadon was not available, providing additional information to 
the pubUc and emphasizing the importance o f  testing for those who had received letters. It was also 
expected that a mailing o f  this size would be quickly reported to the media, and a news conference 
allowed for better management o f  the resulting media inquiries.

Media coverage o f  the event was significant in soudiem Nevada; stories related to the outbreak and 
subsequent events received ongoing media coverage through May, 2009-W The hepatitis C outbreak 
was named the top story o f 2008 by the Lor Vtgas Kivi$m-]i>iiniat, ahead o f  the economy, the 
presidential election, and O J. Simpson’s trial.'’’ This sustained level o f  media attention represents 
the highest possible level o f  success in usbg the media to deliver testing recommendations to 
exposed individuals for whom contact information was not available, and for emphasizing die 
importance o f testing for all clinic patients. In addition to media coverage, widespread television 
advertising by attorneys brought additional attention to die event.™

The level o f  media coverage, however, does not necessarily correlate with the level o f  interest on the 
part o f the public and the success o f SNIU? in contacting exposed individuals. Analysis o f internet 
and news searches through Google for disease- and outbreak-related information increased, 
indicating an increased level o f interest on the part o f the public. Data provided by Google arc only 
provided as relative changes, not absolute searches, making it impossible to determine numbers of 
persons that searched for outbreak-related information.
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The SNHD website developed for this event received over 115,000 page views. Although the page 
viewed most frcquently on the SNHD website related to the outbreak was the main outbreak page, 
roughly half the SNHD website page views were for pages with specialized content. The grapMc 
developed to explain the transmission o f  disease was the second most viewed item on the SNHD 
website, with over 6,000 views. The graphic developed by SNHD was based on a graphic produced 
by the New York Times to describe an outbreak in Nassau County, NY,‘«  and has been used in a 
number o f publications and presentations by numerous groups and government agencies outside 
SNHD to explain the mode o f tra n sm iss io n .w ’T̂  w T*™  ■»»■«■•>*>

Similar to data collected for the website, the total number o f calls to the call center does not 
represent individuals; one person may have made muldple calls to the call center, and no 
information was roudnely collected that would allow for the identification o f individual callers. ITic 
number of calls received was much greater than expcctcd based on the experience o f  other 
jurisdictions that had made similar announcements. Other jurisdictions reported receiving roughly 
one call per six exposed padents; in Southern Nevada, the call center received over one call per two 
exposed padents.

In speaking with the public and the media about the prevalence of HCV infecdon in the community, 
the high end estimate o f  3.3% was rounded up to 4%. As many of the patients referred to ECSN 
came from GCN, and CJCN was a group o f  clinics specializing in gastrobtesdnal disease such as 
hepadtis C, the use of this slighUy-hi^er estimate was utilized to account for this potendal referral 
bias, as well as to emphasize the frequency with which this disease is identified in the community.

The goal of the nouficadon was to ensure that former clinic padents be tested for HIV, HBV, and 
IICV. Nevada disease reporting requirements do not require the repordng of negative test results for 
hepatitis or HIV. and thus a list o f all persons tested could not be devebped.'*3 ‘*'< Because the list of 
padents provided by the clinic was incomplete, and the date o f birth was not provided for any of the 
padents on the list (which was necessary to match lab results to the patient list), it would not be 
possible to determine die testing rate among clinic patients if negative results were provided to 
SNFID.

Information provided by commercial laboratories allowed for the estimation o f  the total number of 
tests performed in Southern Nevada. However, the number of tests ordered cannot be used to 
determine the testing rate among former clinic patients as it is not limited to clinic patients and may 
include multiple tests performed on an individual. The group of patients being tested was known to 
include clinic padents, family members or spouses o f  clinic patients, and persons widi chronic 
hepatitis C being tested as part o f  their disease management, and likely included the “worried well" 
and persons who had other (unrelated) risk factors for hepatitis infection.

Barriers to testing were identified through the patient exposure registiy, aldiough the proportion of 
barriers reported by registry enroUees may not be representative o f  the overall clinic population. 
However, the reasons given for not being tested arc likely to encompass the reasons given by the 
clinic population as a whole.

Given the number of letters sent, the media coverage in the community, internet traffic, and the 
number of laboratory tests conducted in Southern Nevada, the public notification is considered to 
be largely successful in attaining the goal o f ensuring that former clinic patients were screened for 
hepatitis and HIV infections.
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Although cost was cited as a barrier to testing, it is unclear if the cost o f testing was an actual barrier 
to testing or a perceived barrier to testing. A number o f  community resources were made available 
to patients to ensure that cost was not a barrier to testing, including free testing offered by one 
commercial lab o ra to ry ,free  testing offered by a community health center,'** and streamlining the 
referral and testing proccss or the waiving o f  fees for insured patients.'*?''” ''’’'’’’’ A foundation 
announced by the Endoscopy Center o f  Southern Nevada to cover the cost o f tesling for the 
uninsured never materialized,'”  although a portion o f  fines paid by the clinic to the City o f Las 
Vegas were used to support long-term testing and treatment of infected clinic patients.*’’

A total o f 9 linked cases and 106 possibly-linked eases have been associated with procedures at ECSN 
and DSEC, including seven infections that were genetically linked to source patients and two 
additional acute infecdons. For the 106 patients classified as having a possibly-linked infection, the 
clinic's role as the source o f  the patient’s infection cannot be confirmed, as other sources of 
infection cannot be conclusively ruled out. Although these patients did not report any major risk 
factors for hepatids C infection, minor or unknown risk factors may still be present and may be die 
acnial source o f the patient's infection.

A total o f  130 unrelated IICV infections (i.t. persons who were infected prior to their procedures at 
the cUnic) were idendfied in clinic patients. An additional 32 patients were identified as having been 
infected, although gjven self-reported risk factors for hepatitis C infection, the source o f their 
infections could not be determined.

Given the estimated background prevalence o f hepatitis C in the clinic population, and the number 
o f patients who had procedures at the clinics, between 945 and 2,079 background {it. not outbreak- 
acquired) infections were expected in the patient population. The number o f identified cases was 
significantly less than the expected cases for several reasons. First, although additional positive 
laboratory findings may have been reported to SNMO, problems with the list provided by the clinic 
(described in Part limited the ability o f  investigators to identify former clinic patients. Second, 
persons with known chronic hepatitis C infection would have been less likely to be tested for 
hepatitis C infection than hepatitis B or HIV infection, as they were already known to be positive. 
Some attorneys were advising their clients (including those who would be classified as unrelated 
cases) not to cooperate with the health district.wi Finally, fewer than 15% o f former clinic patients 
enrolled in the exposure registry, and as such, the infection status o f the majority o f former clinic 
patients is unknown.

The identification o f  infected patients was largely based on attempted follow-up of positive 
laboratory results reported to SNHD, patient self-reports, and evaluation o f  patients’ self-reported 
risk factors. The limitations with the list provided by the clinic described previously in this section 
limited the ability o f  investigators to identify and contact former clinic patients, as the date of birth 
could not be used to cross-match information sources. Given that the names o f  10,000 patients were 
not on the list provided by the clinic, it is likely that hepatitis C positive laboratory results were 
received by SNHD but were not identified as occurring in clinic patients. As a result, follow-up on 
positive laboratory results underestimated the true number o f  infected patients.

The evaluation o f  patient risk factors was necessary for the differentiation o f  patients who likely 
acquired their disease while undergoing procedures at I5CSN or DSEC from those who were likely
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infected elsewhere. For patients with acutc disease, a six-month period prior to the onset of 
symptoms (the maximum incubation period) could be evaluated. However, given that an infecdon 
may have remained undetected for decades, it was necessary to evaluate lifetime risk factors for HCV 
infecdon for non-acutely-infected pauents. Some non-acutely-ill patients were identified as having 
been infected prior to undergoing procedures at the clinic, and thus their infections could be clearly 
identified as being unrelated to the clinic. Non-acutely-Ul patients without evidence o f  infection prior 
to their procedures who reported dsk factors were classified as having an HCV infection of 
indeterminate origin, and were classified as such because infection from another source at some 
point in the patient’s life could not be ruled out. However, for cases classified as being of 
indeterminate origin, the presence o f  other risk factors did not rule out the possibility of acquiring 
an infection during the procedure, but the relatedness o f  their infection to procedures at the clinic 
could not be determined because o f  the presence o f these risk factors.

Self-underreporting and self-overreporting of sexual behaviors and drug use has been a limitation 
identiSed in numerous studies, although the degree to which this occurs varies widely by 
situation.'94'>95 The degree to which this occurred in the clinic population in this outbreak cannot be 
determined as there was no mechanism of validating self-reports. Recall bias may also be a factor in 
registry enrollees who received blood transfusion or clotting factors decades earlier, leading to an 
underreporting o f these factors. In addition, it was assumed that risk factors would generally be 
under-reported in the registry enroUee population because o f potential civil litigation against the 
clinic. The likely result o f the bias in self-reporting would be a possible misclassification o f patient 
infections.

Enrollment in the SNIID patient exposure registry was voluntary, and it was expected that infected 
patients would be more likely to enroll than non-infected patients, resulting in an over-reporting of 
cases but a better enumeration o f  those who were infected. As some attorneys involved in civil 
litigation encouraged their clients not to respond to SNMD, patients who were potentially infected 
during procedures at ECSN and DSHC did not enroll in the registry, and thus are unknown to SNHD.‘̂  
As a result, infected patients, including those with infections prior to procedures and diose with 
other significant risk factors, were underrepresented in registry enrollees, resulting in the 
underreporting o f  cases to SNl ID.

Given the registry response rate, challenges in identifying clinic patients who had tested positive, and 
the effect o f  bias on the classification o f  cases, the 115 cases identified in this outbreak most likely 
represent an underestimation o f the true number o f  persons infected during procedures at ECSN or 
DSEC.

Several items were identified during the course o f the investigation that could not be explained by 
investigators, although finding a reason or cause for these issues was not a focus o f the public health 
investigation. These issues include:

•  A statistically-significant lower rate o f biopsy in patients referred lo the clinic by the US 
Department o f Veterans Affairs that cannot be explained by differences in the protocols or 
procedures used by the clinic

•  Inconsistencies between the number o f pieces o f disposable biopsy equipment ordered and 
the number o f  biopsies that were performed in 2007, despite administration denying the 
reuse o f  biopsy equipment and staff members reporting that the clinic had discontinued the 
reuse o f  some disposable equipment in early- or mid- 2007
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■ Inconsistent times cecotded throughout the chart, including internal inconsistencies between 
data points collected by an Individual staff member during the procedure

•  Incorrect dates on the automated system for September 21,2007 but not for July 25,2007
•  Documentation created by the CRNAs indicating that CRNAs were performing two 

procedures simultaneously on September 21,2007

Additionally, a number o f  colonoscopies were reported to have been of a short duration, including 
total procedure times (insertion and withdrawal o f  the endoscope) recorded on September 21,2007 
o f three and four minutes. Given the underlying data quality issues for times recorded on the patient 
charts, it is not possible to verify the exact duration o f procedures. However, the use o f times 
recorded in muldple places on the padent’s chart to determine procedure duradon, including times 
recorded by the automated system, appears to be sufficient to provide an approximate total 
procedure duradon and to idendfy that some colonoscopies were o f less than five minutes in 
duration.

The American Society for Gastrointestinal Endoscopy/American College o f Gastroenterology 
Taskforce on Quality in Endoscopy recommcnds that the once the endoscope has been inserted to 
the cecum, the mean Ume for withdrawal should be at least six minutes, and found that “longer 
withdrawal rimes have been demonstrated to improve polyp detection rates, and conversely, rapid 
withdrawal niay miss lesions and reduce the efFectiveness o f  colon cancer prevention by 
colonoscopy.’’w  This six-minute recommendadon is in addition to die insertion time o f the 
colonoscope, which, in a 2006 study was found to average 7.2±4.4 minutes.'”  As it was not the 
focus o f the investigation, patient charts -were not systematically reviewed to evaluate the duration or 
quality o f  colonoscopies, and the magrutude o f  this problem or the risk to the health o f  the public 
could not be determined. The identification o f  apparent short-duration procedures raises public 
health concerns that some procedures may have been insufficient to identify colon canccr in patients 
undergoing screening.

Conclusion
The prevention o f healthcare-acquired infections requires a multi-faceted approach, including 
training and competency in infection control and safe injection practices, regulation and oversight of 
outpatient surgical centers, and engineering controls that would provide barriers to unsafe 
practices.'swira ioimzMj Each o f  the clinic-acquired infections identified in this investigation and 
63,000 possible patient exposures were entirely preventable, and would not have occurred if clinic 
staff had adhered to well-established, safe, and common sense injection practices.
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Appendix A

Tables and Figures

Figure 6-1. Procedure Area Layout 
N ot to scale, not all areas shown
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Figure 6-2. Exam ple o f  T im es Recorded on Procedure Charts
All dmes abstracted fiom those recoidcd on procedure charts by ECSN staff or on monitoring 
equipment for one patient from September 21,2007
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Figure 7-1. Septembet 21,2007 Recotded Anesthesia Times
All parients, n=63
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Figure 7-2. September 21,2007 Procedures by CRNA and Room
All padents, dme offset from the beginning o f  the source patient's procedure
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Figure 7-3. September 21,2007 Ptocedutes by Phyaician and Room
All patients, time offset from the beginning o f  the source patient’s procedure
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Figure S-1. Clinic Patient Age D istribution
Based on clinic padents from September 21,2007, and September 24,2007 (n=232)
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Figure 9-1. Phylogentic T ree, Q uasispecies Analysis o f Infected Cases 
E l- liv m  region, 291bp in length, only unique clonal sequences are shown
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Table 11-1. Outcome o f All Calls Made by SNHD Outgoing Call Center

CatcEory n
Total calls made 1,110

Messages left 404
Patients identified as deceased 1
Refused interview 15

Refused mterview on advice of counsel .................3 .............
Unsuccessful contacts 283
Patient contacts 407

Idendty conBtmed 387
Had received results from physician 342.............

Were told they were positive 214
Willing to complete quesdonnaire ......203..............

Had procedures at ECSN 199
Had procedures during the risk period 178

T able 11-2. Classificalion o f  Cases IdentiGed by the SNHO O utgoing Call Center
Cases are classified as described in Appendix B

Category n
Clinic-associated infecdons 0
Possible cUnic-assodated infecdons 77
Unrelated infections 53
Infections o f bdeterminate origin 20
Could not be evaluated because o f incomplete information 28
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Figure 13-1. Laboratoiy Test Petforaied; Ratio of Actual Orders to Background Expected, 
February 24,2008 Through May 20,2008
One conimetdal laboratory, 7-day average o f ordered tests vs. background average from February 
18,2008 through February 27.2008.

7-Day Period Ending
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Figure 13-2. Laboratory Positives: Ratio of All Positives to Background Expected, 2007-2008
All reporting sources, 7-day average o f positives reported vs. background average from 2007
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Figure 14-1. Vetiiication o f Hepatitis C Exposure Registry Enrollment Forms
Includes all forms submitted prior to April 1,2009

Submitted

7,605

Identity VertHed

5,626

Identity Not Verified

1,977

Procedure Not Confirmed

544

Procedure Confirmed

5,084

ECSN

3,898
DSEC

1,100
Both

86

Table 14-1. Classincation ofPersons Reporting Infection to the Hepatitis C Exposure 
Registry
Cases arc dassiflcd as described in Appendix B, -with the excepdon o f unconfirmed infection. 
Unconfirmed infections were those that were reported by the patient w thout supporting 
documentation and for whom no existing SNHD documentation could be idenriSed.

Classification FXSN DSEC Both clinics Total
Related 2 0 0 2
Possibly Related 31 6

. .
0 37

Unrelated 24 3 32.....
Indeterminate 11 0 0 11
Unconfirmed 20 4 1 25
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Figure 15-1. Daily C alb to  the Call Center, February 24,2008 through May 10,2008 
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Figute 15-2. Hourly Calls to the Call Center, 14:00 February 27,2008 through 0:00 Match 1, 
2008
n m es of local television news broadcasts ate shaded in the background
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Figure 16-1. H epatitis C W ebsite Page Views by M onth, 2008 
Includes all views of SNHD outbceak-telited pages.
* Outbreak-iclated in fb itm non was only publiclj-available for the Iasi 3 days o f  February

Month

Table 16-1. H epatitis C Investigation and Response M ost Viewed W eb Pages
Includes all SNHD outbieak-ielated web pages, percentage o f total page views, and percentage o f
specific page views for which the page was the viewer’s initial page

Web page
Total Views 

n(% )
Initial Page 

n(%)
Hepatitis C Investigation Main Page 57,204 (49,2) 26,257 (45.9)
Hepatitis C Investigation Patient Resources 6,056 (5.2) 1,434(23.7)
Hepatitis C Investigation Patient Resources & Clinics 3,884 (3.3) 1,489(38.4)
Hepatitis C Factsheet 3,868 (3.3) 460(11.9)
Hepatitis C Investigation for Health Care Providers 3,336 (2.9) 268 (8.0)

Table 16-2. H epatitis C Investigation and  Response M ost Viewed D ocum ents
Includes all SNHD outbreak-related web pages, percentage o f total page views, and percentage o f
specific page views for which the page was the viewer’s initial page

Initial Page
Document n(% ) n(%)
Graphics - Unsafe Injection Practices and Disease 
Transmission

6,464 (5.6) 2,420 (37.4)

Interim Investigation Report 2,501 (2.2) 266 (10.6)
Letter to Patients 2,089(1.8) 160(7.7)
Law Enforcement Records Request Form 2,083 (1.8) 450(21.6)
February 27,2008 Physician Technical Bulletin 1,443 (1.2) 267 (18.5)
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Tabic 16-3. Hepatitis C Investigation and Response Most Requested Media Files
Includes all SNHO outbreak-ieiatcd web pages, percentage o f total page views, and percentage of 
specific page views for which the page was the viewer’s initial page

Initial Page
Document n (%) n (%1
Hepatitis C Exposure at a Medical Clinic 

fVideo - English)
530 (0.5) 25(4.7)

Hepadds C Exposure at a Medical Clinic 
(Video - Spanish)

97 (0.1) 2(2.0)

Hepadtis C Exposure at a Medical Clinic 
(Audio - English)

89 (0.1) 21 (23.6)

Hepadtis C Exposure at a Medical Clinic 
(Audio - Spanish)

74(0.1) 14 (18.9)

Roben Gish, MD; Overview o f Hepatitis C 
(Video -  English)

76 (0.1) 7(10.5)

Table 16>4. Hepatitis C Investigation and Response Most Viewed Spanish-Language Pages, 
Documents, and Media Files
Includes all SNHD outbreak-related web pages, percentage o f  total page views, and percentage of 
specific page views for which the page was the viewer’s initial page

Initial Page
Document n(% ) n(%)
Hepadds B Factshect U 7 3  (l.I) 915(71.9)
Hepadds C Factsheet 292 (0.3) 75(25.7)
Patient Letter 208 (0.2) 17(8.2)
Exposure Reuistry Enrollment Form 115(0.1) 54 (47.0)
Hepadtis C Exposure at a Medical Clinic Video 97 (0.1) . .  .2(2.0)
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Figute 16-2. Las Vegas Goagic Health News Seatch Volume, Febniaiy-March 2008
Data source: Google Insights for Search

Table 17-1. Hepatitis C Investigation and Response Media Coverage and News Releases by 
Month, 2008
Includes locally-published or aired stories, national stories aired locally, and news releases issued by 
the health district

Month Stories
February 116
March 1159
April 342
May 172
lune 89
July 119
August 20
September 33
October 31
November 7
December 37
Total 2125
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T able 18-1. SE^D H epatitis C  O utbreak Investigation and  Response Costs
Actual and estimated costs for all SNHD investigation and response activities, January 2008 through
May 2009 

Category Cost, $
Personnel Regular Time 215,863
Personnel Overtime 39,742
Temporary Staffing 9,324
Printing 13,355
Postage 3 V 6 7
Laboratpry Seryires 1,934
Help Line (Cal Center) 253,599
Patient Records Management 100,000
Legal Services 154,812
Total 828,369

Table 19-1. Summary o f  Identified Cases
Includes cases identified by SKKD by all reporting source and systems

Category
Clinic-Assodst^ HCV InfKtion, Genetically-Linked, ECSl'^ 
Ciinic-Associated HCVJnfection, N ot Generic^y-Linicedj^ECSN 
Ciinic-Assodated HCV IjiifccUon, N ot GeneticaJly-iinked, DSEC 
Possible c iinic-Assodatcd HCV Infection, ECSN 101
I^ssible C lii^ c -^o d a ted  H  Infection, DSEC 
T o ta l infections linked to procedures a t ECSN o t DSEC

5
115'

U nrelated HCV Infection 
Indeterminate Infection 
Source Patients

130
32

■ 2"
ECSN- or DSEC-related HIV Cases
ECSN- or DSEC-related Acute HBV Cases
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Figure 20-1. Graphical D epiction o f  the M ode o f Contamination
Based on clinic observations and staff intecviews. Shading indicates contamination.

1. A clean syringe and needle 
was used to d'aw the sedative 
from a new vial.

3. If the patient needed additional 
sedative, the needle was discarded but 
the syringe was reused. Blood In the 
syringe then contaminated the vial as 
the sedative was being drawn into the 
syringe.

4. The now-contaminated vial was then 
reused for additional padents, placing 
subsequent patients at risk of exposure 
to the blood of the first patient. I
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Figure 20-2. Gtaphical Depiction of the Possible Modes of Patient Exposure and Vial 
Contamination
Based on clinic observations, staff interviews, and clinic records review. Shading indicates 
contamination.

1. Several syringes of sedative 
could be drawn from a vial that 
had been contaminated and 
ttien used on several patients.

Z  If a syringe of sedative was pooled ft'om both a 
contaminated vial and an uncontaminated vial before 
being administered b> a patient, contamination could 
be passed to the prevlously-uncontamlnated vial

3. A patient was exposed to the blood 
of another patient during the Injection 
of the contaminated sedadve.

4. Syringe reuse (as during the initial 
contamination) could also pass the 
contamination to additional vials of 
sedative.
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Table 20-L Modes of Transmission and Sources of Infection Considered
Patients who were infcctcd on September 21,2007

Transmission Mode/Source Result Rationale
Staff-to-Patient 

Provider; Physician

Provider: CRNA 

Provider; Technician

Biopsy Equipment

Endoscope 

Procedure Type

Ruled Out

i Ruled b u t

!

; Ruled b u t  

; Ruled b u t

Ruled b u t

Ruled b u t  

Ruled b u t

No staff members were positive for HCV
infection, and source patient was identified
through genetic testing
Padents were treated by three physicians,
none o f which placed the patient at a
statistically significant increased risk of
infecdon
Patients were treated by both CRNAs, neither 
of which placed the patient at a statistically 
sigiificm t mcreased risk o f infeaion 
Several technicians assisted on the 
procedures, none o f  which placed the patient 
at a statistically significant increased risk of 
infection
N ot all infected patients had a biopsy, and 
those who had a biopsy were not at a 
statistically significant increased risk of 
infection

‘ Five different scopes were used on the 
: infected patients, none of which was the same 

as the source_g«ien^^

Reuse o f  Bite Blocks

rV Placement

Sedation Injection Practices

: Ruled Out

1

Ruled O ut

! Not Ruled 
i  Out

Infected patients had both colonoscopies and 
RGDs, neither o f  which placed the patient at a 
statistically significant increased risk of 
infection
Infected padents had both colonoscopies and 
EGDs (which require bite blocks), and the use 
o f  a bite block for a patient did not result in a 
stadstically significant increased risk of 
infection
Staff were not observed to re-flush heparin- 
locks, and none reported doing so. Qean 
needles and syringes were observed to be 
used for each flush
C rnas were observed reusing syringes on one 
patient, reusing propofol vials for multiple 
patients, reported being directed to do so, and 
reported routinely doing so. C rnas observed 
or reporting such practices were the same 
CElNAs responsible for administering 
anesthesia on September 21, 2007._________
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Appendix B
Case Definitions 
and Case Classification

Over the course o f the outbreak. National Notifiable Diseases Surveillance System (NNDSS) case 
definitions were used to determine the case status o f potentially-infected individuals. In addition, a 
classification scheme was used to evaluate the relatedness o f  confirmed cases to procedures at the 
clinic. The definitions described herein are the final definitions used to evaluate the relatedness of 
identified cases.

Acute Hepatitis C Virus Infection
This case definition for acute hepatitis C virus infection was taken from the NNDSS case definition 
used in 2008, and is the confirmed case definidon for “Hepatitis C Virus Infection, Acute,” last 
modified in 2007.“ <

CUttkal Casi D ^nilhn
An acute illness with a discrete onset o f  any sign or symptom consistent with acute viral 
hepatitis (e.g., anorexia, abdominal discomfort, nausea, vonuting), A N D  E ITH ER

a) jaundice, OR
b) serum alanine aminotransferase (ALT) levels >400 lU /L

Laberator/ Critttia jar Diagnosis
One or more o f the following three criteria;

1. Antibodies to hepatitis C virus (anti-HCV) scrcening-test-posidve with a signal to cut-off 
ratio predictive o f a true positive as determined for the particular assay as defined by 
CDC,0R

Z Hepatitis C Virus Recombinant Immunoblot Assay (HCV RIBA) positive, OR 
3. Nucleic Acid Test (NAT) for HCV RNA positive 

AND, meets the following two criteria:
1. IgM antibody to hepatitis A virus (IgM anti-IIAV) negative,y4ND
2. IgM antibody to hepatitis B core antigen (IgM anti-flBc) negative

Confirmed Case Classification
A case that meets the clinical case definition, is laboratory confirmed, and is not known to 
have chronic hepatitis C
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Hepatitis C Vitus Infection, Past ot Ptesent
This case definition for hepatitis C virus infection, past or present comes from the NNDSS case 
definition used in 2008, and is the confirmed case definition for “Hepatitis C Virus Infection, Past 
or Present,” last modified in 2005.“»s

Loboraloiy Criltriafir Diaffiosis
•  Anti-HCV positive  (repea t reactive) by lilA, verified  by a n  add itiona l m o re  specific  assay (e.g. 

RtBA fo r anti-J ICV o r  nucleic acid testin g  fo r  HCV KNA), O R
•  HCV RIBA positive, OR
• Nuclcic acid test for HCV RNA positive, OR
•  Report o f  HCV genotype, OR
•  Anti-HCV screen ing-test-positive  w ith  a  signal to  c u t-o f f  ra tio  p red ic tive  o f  a  tru e  positive  as 

de term ined  fo r th e  p articu lar assay as d e te rm in ed  an d  p o s ted  by  GDC

O m fim td Cait Oassijiealion
A case that is laboratory confirmed and that does not meet the case definition for acute hepatitis 
C infection.

Case Classification
Several case classificationB were developed to categorize the likelihood o f  a patient’s infection being 
acquired at the clinic. The classifications include:

•  Unrelattd HCV hfeaiotr. a patient who was infected prior to a procedure at the clinic, and 
therefore was not infected during procedures at the clinic

•  CUnic-associatid HCV inftcHon (ffiitlicall) linktd or notgeiuHcal̂ Unktd)-. a patient who was infected 
during their procedure at the clinic

•  Possible {tinic-msocialtd HCV infictioir. a patient who was possibly infected during their 
procedure at the clinic. Although other major risk factors have been ruled out for patients in 
this classification, the possibility o f an infection from a source other than the clinic cannot 
be ruled out.

•  liidtlttminatt illation: a patient whose source o f  infection could not be classified

These classifications were restricted to use on patients who were determined to be placed at risk 
during their procedures based on date on which the procedure was performed. An at-risk patient is 
one who was potentially exposed to the blood o f  other patients while undergoing a procedure.

An at-risk patient is defined as a patient who was injected with a sedative during a procedure at;
•  The Endoscopy Center o f Southern Nevada from March 1, 2004 tiirough January 11, 2008, 

OR
• The Desert Shadow Endoscopy Center at any time prior to January 30,2008

For some classifications, a patient’s self-reported risk factors were utilized in the classification 
process. Significant risk factors arc those which pose the greatest risk at the population level of 
exposure to hepatitis C, including;

•  The use of injection drugs not prescribed by a doctor
•  H ie receipt o f a blood transfusion before 1992
• The receipt of an organ transplant before 1992
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•  The receipt of pooled clotting factors before 1987
• Undergoing long-term hemodialysis at any point in the patient’s life
• Sexual contact with a person known ot suspected to be infected with HCV

Case Classification
Uttnlated HCV Infedian

An IICV infection in a patient who:
•  Meets the criteria for being an at-risk patient, A N D
•  Tested positive for infection with the hepatitis C \irus by any testing metiiodology prior to 

the date o f the procedure which placed the patient at risk

Climc-AssodaUd HCy Infictiaii, Gt«etica//y-U/iked 
An HCV infection in a patient who:
•  Meets the criteria o f being an at-risk patient.ylND
•  Is infected with a virus that has been determined to be 95% or greater match through HVRl 

sequencing (as described in Part 9) to a virus identiBed in a patient who:
o  Is classified as having an unrelated infection, A N D
o  Had a procedure on the same day as the infected patient that started prior to that of 

the infected patient

Clinic-Associated HO'Infeaion, N ot Gentlical/y-Linked 
An IICV infection in a patient who:
•  Meets the criteria o f  being an at-risk patient, A N D
•  Meets the confirmed case definition for acute hepatitis C virus infection, A N D
•  Had the onset o f  symptoms within six months after the date o f the procedure which placed 

the patient at risk. A N D
•  Reports no significant IICV risk factors in the six months prior to the onset o f  symptoms. 

A N D
•  Has not had IIMll sequencing performed on a viral isolate

Pessibh Oinic-Associattd HCV hficHoa 
An MCV infection in a patient who;
•  Meets the criteria o f being an at-risk patient, A N D
•  Meets the confirmed case definition for hepatitis C virus infection, past or present, A N D
•  Was not known to be infected with I ICV prior to the date o f  the procedure, A N D
•  Reports no significant risk factors at any point in the patient’s life prior to the procedure 

wWch placed the patient at risk. A N D
•  Has not had llVRl sequencing performed on a viral isolate

Indeterminate Infection
An I lev infection in a patient who:
•  Meets the criteria o f  being an at-risk patient, >1ND
•  Meets the confirmed case definition for hepatitis C virus infection, past or present.y-UVD
•  Was not known to be infected with IICV prior to the date o f the procedure, A N D
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•  Reports no significant risk factors at any point in the patient’s life prior to the procedure 
which placcd the patient at d sk ./lN D

■ Has not had 1 1̂ 111 sequencing performed on a viml isolate
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Appendix C

Acronyms

AI Adobe lUustiator file
AIDS Acquired Immune Deficiency Syndrome
ALT alanine aminotransferase
ANTI-IIAV IgM antibody to hepadds A virus
ANTl-tlRc IgM andbody to hepadds B core
ANTf-HCV antibody to hepadds C virus
ASC am bu la to ry  surgical ccn ter
BI-C Bureau of Licensure and Certification (of the Nevada State Health Division)
CDC Centers for Disease Control and Prevention
c m  Code o f Federal Regulations
CRNA Certified Registered Nurse Anesthetist
CIA chemiluminescence immunoassay
Dlis disease investigaoon and intervention specialist
DSEC Desert Shadow Endoscopy Center
ECSN Endoscopy Center o f Southern Nevada
EGD esophagogastroduodenoscopy
I2IA enzyme immunoassay
P-2 envelope protein 2 (of the hepatitis C virus)
El’S encapsulated PostScript file
FAQ Frequently Asked Questions
FDA Food and Drug Administration
GCN Gastroenterology Center o f  Nevada
IIIP.\A Health Insurance Accountability and Portability Act
tlAV hepatitis A virus
IIBV hepatitis B virus
IICV hepatitis C virus
HIV human immunodeficiency virus
I nTtlL hypertext markup language
IIVR-1 hypervariable region one (of the hepatitis C virus envelope protein 2)
IgM immunoglobulin M
lU/l. international units per liter
[V intravenous
LPN Licensed Practical Nurse
mg milUgrams
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ml milliliten
MRC minimum recommended concentration
NAC Nevada Administrative Code
NANB non-A, non-B hepadtis
NAT nucleic acid test
NCOA National Change o f Address Database
NIUNES in Third National Health and Nutrition Examination Survey
NNDSS Nadonal Nodfiable Diseases Surveillance System
NRS Nevada Revised Statutes
NS5B nonstructural protein 5B (of the hcpadds C virus)
NSHD Nevada State Health Division
OOE Office o f Epidemiology
PA Physician Assistant
PHI personal health information
RN Registered Nurse
PDF portable document file
RIBA recombinant immunoblot assays
RMTDC Rocky Mountain Poison and Drug Center
RNA ribonucleic acid
RK rcladve risk
S/CO signal-to-cutoff rauo
SNIiD Southern Nevada Health District
USPS United States Postal Service
VA United States Department o f  Veterans Affairs
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Appendix D

Patient Notification Letters
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SAMPLE
February 27,2008

Dear Sir or Madam,

In January of 2008, the Southern Nevada Health District began investigating reports of recent 
hepatitis C infecdon among several people who had undergone procedures at the Endoscopy 
Center of Southern Nevada, located at 700 Shadow Lane, Las Vegas. Through the investigation, 
we identified the use of unsafe injection practices which may have exposed patients to the blood 
of other cliruc patients.

This letter serves as notification lhat you have been identified in clinic records as a  former 
patient of the clinic who was placed at risk for possible exposure to bloodbome pathogens. As a 
precaution, and in order to take appropriate steps to protect your health, we recommend you 
get tested for hepaHtis C, hepatitis B, and HIV.

It is not possible to determine specifically which people were exposed, but all patients who 
received injected anesthesia at the center have been placed at inaeased risk for exposure. As a 
result; we are noticing  all people who received in jec t^  anesthesia medications between March 
2004 and January 11,2008. Our investigation has identified that the infections were associated 
with the unsafe injection practices and not with the procedures themselves.

People infected with viruses such as hepatitis C and HIV typically do not have symptoms for 
many years, so you may have been infected and not know It Even though you may not fMl ill 
or remember getting sick, you should get tested in order to safeguard your health. Although 
testing cannot determine if you were infected at the clinic or by another source, knowing that 
you are infected is important, as there are treatment options available if you do test positive.

We recommend that you be tested at your own doctor's office, as he or she will be able to best 
advise you on what to do if you test positive. If you do not have a regular doctor, a list of 
resources is available on the health district website at
h t tp ;//www.southerrmevadahealthdistrictorg. Wherever you choose to be tested, be sure to 
bring this letter with you and give it to your doctor. Itrformadon for your doctor is printed at 
the end of this letter.

We understand that you and your family may have many more questions or concerns with the 
information you have received. To help answer them, we have established a hotline at (702) 759-

P.O. Box 3902 I Las Vegas, NV 89127
702.759.1000 | www.southemnevadahealthdistrictorg
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INFO (4636). The hotline will be available starting Wednesday, February 27,2008. You may also 
obtain additional information on the health district website at 
http://www.southemnevadahealthdi5trictorg.

NOT A: Para obtener esta informaci6n en espaifol Ilame al (702) 759-4636 o visite el sido web 
wwwsouthernnevadahealthdistTictorg

Sincerely,

I.awrence Sands, DO, MPH 
Chief Health Officer

To Health Care Providers: The patient to whom this letter was addressed has possibly been 
exposed to bloodbome pathogens during a medical procedure. The Southern Nevada Health 
District is recommending that this patient be tested for hepatitis B, hepatitis C, and HIV. To 
simplify testing, the health district has arranged for the appropriate tests to be available as a 
panel from major commercial laboratories. For information on testing, please see the technical 
bulletin entitled "Hepatitis C Exposure at a Medical Clinic" available on the “Hepatitis C 
Investigation" section of the health district website at
http://www.southernnevadaheaIthdistrictorg. It is also available by fax on demand by dialing 
759-1499 and requesting document #90802.

P.O. Box 3902 I Las Vegas, NV 89127
702.759.1000 | www.southernnevadaheaIthdistrictorg
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Soutfetrn District

June 9,2008

Dear Sir or Madam:

As a former patient of the Endoscopy Center of Southern Nevada you should have 
received a letter earlier this year from the Southern Nevada Health District advising 
you of your risk of exposure to bloodbome illnesses due to unsafe injection practices at 
the clinic. It is very important for you to know your infection status and I hope you 
have followed our recommendation to get tested for hepatitis C  hepatitis B and HIV.

While I can only imagine the stress and frustration you and your family must feel in 
response to this situation, I want to assure you the health district is committed to 
working with our community partners to ensure patients are safe when seeking medical 
care. To this end, the health district is continuing our investigation into the outbreak to 
better understand the events that lead to patients being infected with hepatitis C and to 
continue to provide appropriate recommendations and information to those affected.

In order to complete a more thorough investigation of the cases of hepatitis C at both 
the Endoscopy Center of Southern Nevada and the Desert Shadow Endoscopy Center, 
w e have developed a Hepatitis C Exposure Registry. As a patient of the Endoscopy 
Center of Southern Nevada w e are asking for your assistance in order to gather more 
iiiformation and continue our investigation.

Enclosed with this letter is an enrollment form for the exposure registry. We ask that 
you complete this form and return it to the health district. The registry was developed 
to assist in the identification of patients who had procedures at the clinics, including 
those who are infected with the hepatitis C virus, and will allow patients who have 
tested positive the opportunity to learn their case classification. Tlie registry w ill also 
include sections to allow patients to report on possible hepatitis B or HIV infections.
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The registry information and enrollment forms are also available on the health district's 
website, www.SouthernNevadaHealtliDistrict.or^. In addition, enrollment forms will 
be available at the health district's public health centers or patients can contact the 
hepatitis C helpline at (702) 759-4636 (INFO) to request a form.

NOTA: Para obtener esta informaci6n en espafiol Uame al (702) 759-4636 o visite el sitio 
web www.southemnevadahealthdistTict.orp.

Thanl( you again for your assistance and cooperation.

Sincerely,

Lawrence Sands, DO, MPH 
Chief Health Officer
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Southern

June 9,2008

Dear Sir or Madam:

As a former patient of the Desert Shadow Endoscopy Center, formerly located at 4275 Burnham 
Avenue, Suite 101, you are receiving this letter to inform you that based on the information and 
records currently available the Southern Nevada Health District has concluded its investigation 
into an acute case of hepatitis C associated with this clinic.

The acute case of hepatitis C that lead to this investigation was self-reported to the health 
district by a patient in March of 2008. Laboratory tests document this person tested negative for 
hepatitis C days prior to undergoing a procedure at this clinic and later developed an acute 
in^tion. Seven additional cases are associated with the Endoscopy Center of Southern Nevada. 
This clinic was the subject of a prior notification to more than 40,000 patients of their potential 
exposure to bloodbome pathogens.

While it has been determined this acute case is linked to the center there is not sufficient 
information at this time to determine the likely source of disease transmission. Unfortunately, 
this case was reported to the health district after the clinic location was closed and staff was not 
available for interviews with the health district and investigation team members were unable to 
further observe the clinic practices.

Due to the lack of documentation, the health district is encouraging you to discuss your risk for 
disease transmission with your physician and to pursue testing for hepatitis C, hepatitis B and 
HIV if you are concerned. While we cannot make a recommendation to get tested based on 
evidence of unsafe injection practices which may have exposed patients to the blood of other 
clinic patients, it is important for potentially affected patients to know theii infection status.

It is unfortunate we have not been able to conclusively identify the practices that lead to a 
patient at this clinic being infected with hepatitis C. We do know a clinic staff person was 
observed reusing vials of anesthesia medication at this facility during an inspection by the 
Nevada State Health Division Bureau of Licensure and Certiflcation in January 2008, and clinic 
records support the Hnding that vials of anesthesia were reused on multiple patients. However, 
the reuse of syringes caimot be documented at this time.

The health district is committed to continuing its efforts to further investigate this case as well 
as the cases associated with the Endoscopy Center of Southern Nevada, where the outbreak was 
first identified.
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In order to complete a more thorough investigation into the events that lead to patients being 
infected with hepatitis C a t both the Endoscopy Center of Southern Nevada and the Desert 
Shadow Endoscopy Center, w e have developed a Hepatitis C  Exposure Registry. As a  patient of 
the Desert Shadow Endoscopy Center we are asking for your assistance in gathering more 
information in order to continue our investigation.

Enclosed w ith this letter is an eru'ollment form for the exposure registry. We ask that you 
complete this form and return it to the health distric t The registry was developed to assist in 
the identification of patients who had procedures a t  the clinics, including those who are infected 
w ith the hepatitis C virus, and will allow patients who have tested positive the opportunity to 
learn their case classification. The registry will also include sections to allow patients to report 
on possible hepatitis B or HTV infections.

The registry information and enrollment forms are also available on the health district's 
website, www.SouthernNevadaHealthDistrict.org. In addition, enrollment forms will be 
available at the health district's public health centers or patients can contact the hepatitis C 
helpline a t (702) 759-4636 (INFO) to request a form.

W e understand that you and your family may have m any more questions or concerns with the 
information you have received. For additional information, please contact the hepatitis C 
helpline listed above. You may also find additional iniiormation on the health district website at 
h t t p ; / /www.southerrmevadahealthdistrict.org.

NOTA: Para obtener esta informaci6n en espafiol Ilame al (702) 759-4636 o visite el sitio web 
wv>rtv.soutiiernnevadahealthdlstricl.org.

Thank you again for your assistance and cooperation.

Sincerely,

Lawrence Sands, DO, MPH 
Chief Health Officer

B9

GJ DESAI 000265

0136

http://www.SouthernNevadaHealthDistrict.org
http://www.southerrmevadahealthdistrict.org


Appendix E

Standardized Questionnaire
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Introductions For the Interview er

Thank you for your assistance In administering this survey. You will be calling a person who has recently 
tested positive for hepatitis C  and asking them about their possible risk factors for Infection. As different 
questions in the survey are asked based on the answers given, you may ask different questions each 
time you speak with a different patient.

Questions marked with an asterisk (*) require an answer to proceed.

Questions or information for the Interviewer, not the patient, are written in green and are prefaced with 
"For the interviewer:”.

Questions or Introductory statem ents to be read to the patient are written In blue and prefaced with 
"Read to  patient:”.

Provided Patient Inform ation

*  For the Interviewer: What is the ID Number assigned to this person?

*  For the Interviewer: What is the name of this person?
I ' ~ n

Contact Attempt

To tKe interviewer: attempt to contact the patient at the number provided. If the person answering 
asks what It Is in regards to. Read to  patient:"It Is personal medical Information and I must speak 
directly to (patient name)"

U N E  BUSY, NO ANSWER, NO VOICEMAIL OR ANSWERING MACHINE, OR FULL VOICEMAILBOX
Choose "Unsuccessful Contact" below.

VOICEMAIL OR ANSWERING MACHINE
Read to  patien ti'H ello , I am calling from the Southern Nevada Health District for (patient name). Please 
call 759-xxxx Monday through Friday between the hours of 9 :00  am and 4:00 pm. Thank you."
For the interviewer: Then, choose "Left Message" below.

PERSON ANSWERS
Read to  p a tie n t:”Hello, Is (patient name) available?"
YES - For the interviewer: choose "Spoke With Patient" below.
NO -  Read to  patient: I am  calling from the Southern Nevada Health District. Please have (patient 
name) call 759-xxxx Monday through Friday between the hours of 9:00 am and 4:00 pm. Thank you." 
For the interviewer:Then choose "Left Message" below.
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For the Interviewer: What was the result of the contact attempt?

C  Unsuccessful Contact 

r  Left Message 

r  spoke With Patient 

r  Refused Interview

r  Refused Interview on the Advice of Lawyer 

r  Patient is deceased

Confirmation of Recent Testing

*  Read to patient: "This is (interviewer first name) from the Southern Nevada 
Health District. I am calling in regard to our Hepatitis C investigation. Have 
you recently been tested for hepatitis C?"

r  Yes

r  No

C Refused 

r  Doesn't Know

Completion of Interview

R ea d  to  p a tien t: This Investigation Is focusing on people who have recently tested positive for hepatitis 
C. As you have not been recently tested, this ends the survey. Thank you for your time.

*  For the interviewer:Complete interview

C Complete Interview (For the Interviewer: do not read this choice. Just select It to complete the survey).

Reciept of Results

*  Read to patient: "Have you received the results of your test?"

r  Yes

r  No

Physician Inform ation

For the Interviewer: If the patient does not know the nam e of the doctor, record the name of the 
clinic, otherwise record "Unknown" in the field.
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*  Read to patient: Which doctor ordered your laboratory testing?
Doctor name (or clinic | |
name}:

Doctor phone:

Does Not Know Results

Read to  patient; This survey is focusing on people wlio have recently tested positive for hepatitis C. 
Please contact your physician to obtain the results o f your test.

If your physician teiis you that you have tested positive, please contact us at 759-xxxx from 9am to 
4pm , Monday through Friday to complete the survey. Thani< you for your time.

^ For the interviewer:Complete interview

C  Complete Interview CFor the Interviewer: do not read this choice. Just select It to complete the survey).

Discussed Results with Physician

*  Read to patient: "What did your doctor tell you about your hepatitis C test 
results? Were you:"

r  Positive 

r  Negative

C  Given some other result

Patient States Results Were Negative

Read to patient; This investigation is focusing on people who have recently tested positive for hepatitis 
C. As your test was negative, this ends the survey. Thani< you for your time.

^ For the intervieweriComplete interview

C  Complete Interview (For the Interviewer: do not read this choice, Just select it to complete the survey).

Introduction

Read to patient: "1 would like to ask you some questions that will help us in 
our investigation. Do you have a few minutes to answer some questions?"

r  Yes

r  No

Su rvey Overv iew

Read to patient: I am  going to be asking the questions as they appear on my com puter screen. I have 
to put down an answer to each one before moving on to the next question. If we need to stop the 
survey at som e point, we cannot com e back to your answers at a later time and will have to staijspver
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from the beginning when you call back.

Confirm ation of Date of Birth

For the interviewer: In order to confirm the identity of the person with whom you are speaking, you 
will ask the patient to confirm information from their laboratory report. This will vary depending on the 
information you have available on the lab report.

Read to patient: "Could you please verify your date of birth."

*  For the Interviewer: Were you able to confirm the date of birth of the 
person with whom you are speaking?

r  Yes

r  No

C onfirm ation  of Address

Read to  patient: "Could you please verify your address."

*  For the Interviewer: Were you able to confirm the identity of the person 
with whom you are speaking?

r  Yes

r No

Confirm ation of Last Name

Read to  patient: “Could you please verify the spelling of your last nam e.”

^ Were you able to confirm the spelling of the last name of the person with 
whom you are speaking?

r  Yes 

r  No

In troduction  and Confidentia lity

Read to  patient: This survey will Include questions about you, your health, your laboratory testing, and 
your risk factors for infection with hepatitis C.

I want to assure you that any information you provide will be kept strictly confidential in accordance 
with federal and state medical privacy laws.

If you have questions about your specific laboratory results, these would best be addressed by your 
healthcare provider. If you have other questions, I will be able to assist you with those at the end of 
the survey.
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Patient Name

Read to  patient; I'd like to begin by making sure that I have your nam e spelled correctly. 

For the interviewer: If the patient does not have a middle initial, please leave blank.

*  Read to patient: What is ttie correct spoiling of your first name?
I ~ l

*  Read to patient; Wliat is tiie correct speiiing of your last name?

Read to patient: What is your middle initial?

Clinic Visit: Endoscopy Center of Southern Nevada

Read to  patient: I am going to begin by asking you about visits you m ay have made to certain medical 
clinics.

*  Read to patient: Were you ever a patient at the Endoscopy Center of 
Southern Nevada, located at 700 Shadow Lane, Suite 165?

r  Yes 

r No

r* Doesn't Remember or Know 

C  Refused to Answer

Endoscopy Center of Southern Nevada Procedure 1

Read to patient: I am now going to ask you about each visit you have had at the Endoscopy Center of 
Southern Nevada. In order to collect this information, I would like to ask you about each visit 
individually.

For tlie  interviewer: if the patient does not know the exact date o f the procedure, enter the year or 
month and year, or "Unknown" if the patient cannot provide any information.

^ Read to patient: On which date did you have the first procedure at the 
Endoscopy Center of Southern Nevada?

I - . '• ...... " " • !

Endoscopy Center of Southern Nevada Procedure Type 1
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*  Read to patient: during that visit, wliat type of procedure did you have 
performed?

r  CQlonoscopy 

C  Upper Endoscopy (EGD)

C Colonoscopy and Upper Endoscopy (EGD) 

r  Flexible Sigmoidoscopy 

C O lhcr Procedure 

C Doesn't Remember 

C  Refused to Answer 

ir other, please specify

:
Endoscopy Center of Soutiiern Nevada Injection 1

*  Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r Yes

r No

r  Doesn't Remember or Know 

r  Refused to Answer

Endoscopy Center of Southern Nevada Continue 1

*  Read to patient: Did you have another procedure at the Endoscopy Center 
of Southern Nevada?

r  Yes 

C  No

r  Doesn't Remember 

r  Refused

Endoscopy Center of Southern Nevada Procedure 2

For the interviewer; If the patient does not know the exact date of the procedure, enter the year or 
month and year, or "Unknown" if the patient cannot provide any Information.

*  Read to patient: On which date did you have the second procedure at the 
Endoscopy Center of Southern Nevada?
I ... I 96

GJ DESAI 000272

0143



Endoscopy Center of Southern Nevada Procedure Type 2

*  Read to patient: during that visit, what type of procedure did you have 
performed?

P  Colanoscop/ 

r  Upper Endoscopy (EGO)

C  Colonoscopy and Upper Endoscopy (EGO)

C  Flexible Sigmoidoscopy 

C  Other Procedure 

P  Doesn't Remember

r  Refused to Answer 

If other, please specify

Endoscopy Center of Southern Nevada Injection 2

*  Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r  Yes

r  No

C  Doesn't Remember or Know 

C  Refused to Answer

Endoscopy Center of Southern Nevada Continue 2

^ Read to patient; Did you liave anotlier procedure at the Endoscopy Center 
of Soutiiern Nevada?

r  Yes 

r  No

C  Doesn’t  Remember 

r  Refused

En doscopy Center of Southern N evada Procedure 3

For the interviewer: if the patient does not l<now the exact date of the procedure, enter the year or 
nnonth and year, or ''Unl<nown" if the patient cannot provide any information.
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*  Read to patient: On which date did you have the third procedure at the
Endoscopy Center of Southern Nevada?

Endoscopy Center of Southern Nevada Procedure Type 3

*  Read to patient; during that visit, what type of procedure did you have 
performed?

r  Colonoscopy 

C Upper Endoscopy (EGD) 

r  Colonoscopy and Upper Endoscopy (EGD)

C Flexible Sigmoidoscopy 

C Other Procedure 

C  Doesn't Remember 

r  Refused to Answer 

ir other, please specify

Endoscopy Center of Southern Nevada Injection 3

*  Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r  Yes

r No

C  Doesn't Remember or Know 

r  Refused to Answer

Endoscopy Center of Southern Nevada Continue 3

*  Read to patient: Did you have another procedure at the Endoscopy Center 
of Southern Nevada?

r Yes

r  No

C  Doesn’t Remember 

r  Refused

Endoscopy Center of Southern Nevada Procedure 4
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For the interviewer; if the patient does not know the exact date o f the procedure, enter the year or 
month and year, or "Unknown" if the patient cannot provide any information.

Read to patient: On which date did you have the fourth procedure at the 
Endoscopy Center of Southern Nevada?

..........................  I

Endoscopy Center of Southern Nevada Procedure Type 4

*  Read to patient: during that visit, what type of procedure did you have 
performed?

C  Colonoscopy 

C  Upper Endoscopy (EGD)

C  Colonoscopy and Upper Endoscopy (EGD) 

r  Flexible Sigmoidoscopy 

C  Other Procedure 

C  Doesn't Remember 

r  Refused to Answer 

If other, please specify

Endoscopy Center of Southern Nevada Injection 4

Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r  Yes

r  No

C  Doesn't Remember or Know 

C  Refused to Answer

Clinic Visit: Desert Shadow  Endoscopy Center

*  Read to patient: Were you ever a patient at the Desert Shadow Endoscopy 
Center, located 4275 S. Burnham Avenue?

r Yes

r No

C  Unknown 

r  Refused
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Desert Shadow Endoscopy Center Procedure 1

Read to  patient: I am now going to ask you about each visit you have had at the Desert Shadow  
Endoscopy Center. In order to collect this Information, [ would like to ask you about each visit 
Individually.

For the interviewer: if the patient does not know the exact date of the procedure, enter the year or 
month and year, or "Unknown" If the patient cannot provide any information.

*  Read to patient: On which date did. you have the first procedure at the 
Desert Shadow Endoscopy Center?

Desert Shadow Endoscopy Center Procedure Type 1

*  Read to patient: during that visit, what type of procedure did you have 
performed?

r  Colonoscopy 

r  upper Endoscopy (EGD)

C Colonoscopy and Upper Endoscopy (EGO}

C  Flexible Sigmoidoscopy 

r  other Procedure 

r  Doesn't Remember 

r  Refused to Answer 

If other, please specify

L

Desert Shadow Endoscopy Center Injection 1

*  Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r Yes 

r  No

r  Doesn't Remember or Know 

C  Refused to Answer

Desert Shadow Endoscopy Center Continue 1
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* Read to patient: Did you iiave anotlier procedure at tlie Desert Shadow
Endoscopy Center?

r  Yes 

r  No

C  Doesn't Aemember 

r  Refused

Desert Shadow  Endoscopy Center Procedure 2

F o r  the interviewer: if thie patient does not know the exact date o f thie procedure, enter the year or 
month and year, or "Unl<nown" if the patient cannot provide any information,

*  Read to patient: To tlie patient: On which date did you have the second 
procedure at the Desert Shadow Endoscopy Center?

Desert Shadow  Endoscopy Center Procedure Type 2

*  Read to patient: during that visit, what type of procedure did you have 
performed?

r  Colonoscopy 

r  Upper Endoscopy (EGO)

C  Colonoscopy and Upper Endoscopy (EGO)

P  Flexible Sigmoidoscopy 

r  other Procedure 

C Doesn't Remember 

C Refused to Answer 

If otheri please specify

□

Desert Shadow  Endoscopy Center Injection 2

*  Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r  Yes

r  No

C Doesn’t Remember or Know 

r  Refused to Answer
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D esert Shadow Endoscopy Center Continue 2

*  Read to patient: Did you have another procedure at the Desert Shadow 
Endoscopy Center?

r  Y«S

r  No

C Doesn't Remember 

r  Refused

D esert Shadow Endoscopy Center Procedure 3

F o r  th e  Interviewer: IF the patient does not know the exact date of the procedure, enter the year or 
month and year, or “Unknown" if the patient cannot provide any Information.

*  Read to patient: To the patient: On which date did you have the third 
procedure at the Desert Shadow Endoscopy Center?
I •• ' ~n

Desert Shadow Endoscopy Center Procedure Type 3

*  Read to patient: during that visit, what type of procedure did you have 
performed?

C  Colonoscopy 

r  Upper Endoscopy (EGD) 

r  Colonoscopy and Upper Endoscopy (E6D) 

r  Flexible Sigmoidoscopy 

C  other Procedure 

r  Doesn't Remember 

C  Refused to Answer 

]f other« please specify

E

D esert Shadow Endoscopy Center Injection 3

102

GJ DESAI 000278

0149



*  Read to patient: During tliat visit, were you given an injection of anestiiesia 
medicine?

r Yes 

r  NO

C Doesn't Remember or Know 

r  Refused to Answer

Desert Shadow Endoscopy Center Continue 3

*  Read to patient: Did you liave anotiier procedure at tiie Desert Siiadow 
Endoscopy Center?

r  Yes

r  No

C  Doesn’t  Remember 

r  Refused

Desert Shadow Endoscopy Center Procedure 4

For the interviewer: if the patient does not l<now the exact date o f the procedure, enter the year or 
month and year, or "Unl<nown" if the patient cannot provide any information.

*  Read to patient: To the patient: On which date did you have the fourth 
procedure at the Desert Shadow Endoscopy Center?

Desert Shadow Endoscopy Center Procedure Type 4

*  Read to patient: during that visit, what type of procedure did you have 
performed?

C  Colonoscopy 

r  upper Endoscopv (EGD) 

r  Colonoscopy and Upper Endoscopy (EGD)

C  Flexible Sigmoidoscopy 

C  other Procedure 

r  Doesn’t Remember 

C Refused to Answer 

If other, please specify
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Desert Shadow Endoscopy Center Injection 4

* Read to patient: During that visit, were you given an injection of anesthesia 
medicine?

r Yes 

r Na

r* Doesn't Remember or Know 

C  Refused to Answer

Reason For Testing

Read to  patient: I am now going to ask you some questions about laboratory testing you may have had 
for hepatitis C.

For the interview er; read the reasons for testing in order. If a patient answer that they were tested 
for that reason, do not continue asking about other reasons and move to the next page.

^ Read to patient: I would lilce find out why you were tested for hepatitis C. 
Was it;

C Because you were previously diagnosed with hepatitis C, and this was part or your disease manaoement?

C  Because you were a patient of the Endoscopy Center of Southern Nevada?

r  Because you were a patient of the Desert Shadow Endoscopy Center?

C Because you were a patient of an another endoscopy or gastroenterology center?

C Because a family member or friend was diagnosed with hepatitis C?

C  Part o f a diagnosis because you were III?

C  Because your doctor recommended It?

C  For some other reason?

If some other reason, To the patient: please describe this reason?

Prior Testing
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Read to patient: prior to your recent blood test, had you ever been tested 
for Infection with hepatitis C?

r Yes

r No

C Doesn't Remember or Know 

C Refused to Answer

Prior Negatives

*  Read to patient: Before this recent positive test; had you ever tested 
negative for Infection with the hepatitis C virus?

r Yes

r No

C  Unknown 

C  Refused

N egative Tests

For the interviewer: If the patient does not know the exact date, record the nionth and year or year. 

Read to patient: When did you test negative for hepatitis C infection?
Date One 

Date Two 

Date Three 

Date Four 

Date Five

Prior Positives

r

Read to patient: Before this recent test, had you ever tested positive for 
infection with the hepatitis C virus?

r Yes

r No

C Does Not Know 

C  Refused to Answer

First Positive

105

GJ DESAI 000281

0152



*  Read to patient: When did you first test positive for infection witii the 
hepatitis C virus?

I • • "  ................................................ 1

Prior Blood Donation

*  Read to patient! If you have given blood since 1992, your blood was tested 
for hepatitis C. Information about blood donation may allow us to identify 
prior testing for hepatitis C. Have you donated blood since 1992?

r Yes

r  No

C Does not know 

r  Refused

Blood Donation Dates

For the interviewer; If the patient cannot rem em ber exactly when the blood was donated, get as 
much information as possible (e.g "Early 2005” or "August of 2004")

Read to patient: When did you donate blood (1992 or later)?
Donation One 

Donation Two 

Donation Three 

Donation Four 

Donation Five 

Donation Six 

Donation Seven 

Donation Eight 

Donation Nine 

Donation Ten

Prior Acute Illness
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*  Read to patient: In the month prior to the first time you ever tested positive 
for hepatitis C, were you sick with an illness that lasted several weeks and 
included jaundice (a yellowing of the skin or whites of the eyes), abdominal 
pain, nausea, and fatigue?

r  Y e s

r No

r Does Not Know 

C  Refused to Answer

Prov ider During Illness

For the interviewer; for each medical provider, collect the phone number, ir  the patient does not 
know, record "Unknown" In the field.

*  Read to patient: Which doctor or doctors did you visit when you became ill?
D octor one name: |_

Doctor one [[
location:

Doctor one phone: Q  

Doctor two name:

Doctor two location: Q 

Doctor two phone: 

Doctor three name: P

D o c to r  th re e  

lo c a t io n :

Doctor three 
phone:

Com pletion of Interview

Read to  patient: Because you reported having an illness, I would like to forward your information to the 
Office o f Epidemiology, who will conduct a more in-depth interview with you. Someone will be contacting 
you soon to ask you some additional questions. Thank you for you tim e.

*  For the interviewer:Complete interview

C  Complete interview (For the interviewer: do not read this choice, Just select it to complete the survey).

Chron ic  Risk Introduction

Read to  patient: I am now going to ask you a few questions about your risk factors for infection with 
hepatitis C.

G enera l Risk: Hem odialysis
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Read to patient: Have you ever been on long-term dialysis?

r Yes

r No

r  Doesn'k Know or Can't Remember 

C Refused to Answer

General Risk: Blood Transfusion pre-1992

Read to patient: Did you have a blootf transfusion prior to 1992?

r res 

r  No

C Doesn't Know or Can't Remember 

r  Refused to Answer

General Risk: Organ Transplant

*  Read to patient: Did you have an organ transplant before 1992?

r  Yes

r No

C Doesn't Know or Can't Remember 

r  Refused to Answer

General Risk: Clotting Factor

^ Read to patient: Did you ever receive clotting factor concentrates, blood 
products used to treat hemophilia, prior to 1987?

r  ves

r  No

r  Doesn't Know or Can't Remember 

r  Refused to Answer

General Risk: IVDU
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Read to patient: Have you ever injected drugs not prescribed by a doctor, 
even if only once or a few times?

r Y e*

r No

r  Doesn't Know or Can't Remember 

C Rerused to Answer

General Risk; Hepatitis C Sexual Contacts

*  Read to patient: liave you ever had sexual contact with a person with 
confirmed or suspected hepatitis C virus Infection?

r Y e s  

r No

r  Doesn't Know or Can’t Remember 

r Refused to Answer

Patient Address

For the interview er: if the patient does not want to give an address, record "Refused" in the boxes 
below.

Read to  patient: Rnally, I want to collect your contact Information and som e basic demographic 
information.

Read to patient: What Is your street address?
r 1

*  Read to patient: In which city do you live?
I n

*  Read to patient: In which state do you live?
L 1

*  Read to patient: What is your zipcode?

Patient Phone

F e rt ile  interviewer: if the patient does not want to give a phone number, record "Refused" in the box 
below.

*  Read to patient: what Is the best phone number to reach you?
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*  Read to patient: What is your race?

C  American Indian or Alaska Native 

r  Asian

r  Black or African American 

r  NaClve Hawaiian or Pacific Islander 

r  White 

r  o ther

r  Refused to Answer

Ethnicity

*  Read to patient: What is your ethnicity?

C  Hispanic 

r  Non<HIspanlc 

r  Refused to Answer

C o u n try  of Birth

For th e  interviewer: If the patient refuses to provide the country of birth, record "Refused" In the 
country o f birth field.

Read to patient: In what country were you born?

Date of Birth

For the interviewer: If the patient refuses to provide the date of birth, ask for the year of birth. If the 
patient still refuses to provide the infornnation, record “Refused" In the date of birth field.

*  Read to patient: What is your date of birth?
I 1
For the interviewer: If you are a surveyor from Nellis Air Force Base, choose 
"Nellis Air Force Base" below for a few additional questions, otherwise 
choose "Complete Interview".

r  Ne llli Air Force Base

C  Complete Interview (For the Interviewer: do not read this choice, Just select It to complete the survey).

u s  r^ilitary Status
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*  Read to patient: What is your current affiliation witli tlie US Military?

C  Currently Serving (Active Duty or Reserves] 

C  Formerly Served /  Retired 

r  Current US Military Dependent 

C Former US Military Dependent

Military Retirement

*  In what year did you leave the service or retire?
c:":::;:': . . . .  i

Military Addresses
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*  Read to patient: Please provide addresses since your retirement
Address One

c ity  One 

State One 

Zip One 

Country One 

Years Lived One 

Address Two 

City Two 

State Two 

Zip Two 

country Two 

Years Lived Two 

Address Three 

City Three 

State Three 

Zip Three 

Country Three 

Years Lived
Three

Address Four

City Four 

State Four 

Zip Four 

Country Four 

Years Lived Four 

Address Fiva 

City Five 

State Five 

Zip Five 

Country Five 

Years Uved Five

M ilitary Service  Branch
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^ Read to patient: in which branch did you or your sponsor serve?

r Air Force 

r  Army 

C  Coast Guard 

r* Marine Corp 

r  Navy

Military Service Years

*  How many years of service do/did you or your sponsor have?

*  Read to patient: Have you ever been vaccinated for hepatitis B?

r  Yes

r  No

r  Doesn't Know or Can'( Remember 

C  Refused to Answer

Military Duty Stations
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*  Read to patient: Please provide all your previous duty stations (location and
year)
Station On*

Station One Years 

Station Two

Station Two Years 

Station Thr«e

Station Three Years 

Station Four

Station Four Years 

S U t lo n  Five

Station Five Years 

Station S ix

Station Six Years 

Station Soven 

Station Seven 
Years

Station E ight

Station Eight Years 

SU tion  Nina

Station Nine Years 

SU tion  Ton

Station Ten Years

Military Deployments
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*  Read to patient: Please provide your deployment history (location and year)
Deployment One

Deployment One 
Years

DeploYment Two

Deployment Two 
Years

Deployment Three

Deployment Three 
Years

Deployment Four

Deployment Four 
Years

Deployment PIva

Deployment Five 
Years

Deployment Six

Deployment Six 
Years

Deployment Seven

Deployment Seven 
Years

Deployment Eight

Deployment Eight 
Years

Deployment Nine 
Years

Deployment Ten

Deployment Ten 
Yeers

M ilitary Prim ary Care Provider

*  Read to patient: Who is your primary care provider?

1
*  For the interviewer: Choose "Complete Interview".

C  Complete Interview (For the Interviewer: do not read this choice, Just select It to complete the survey).

D eceased Patient

Read to  Patient: I am very sorry for your loss, and sorry to be calling you at a time like this. If It is 
possible ttiat (patient name) passed away from hepatitis C , our staff would lil<e to ask you a few 
questions. If you have the time and Feel comfortable speaking with us.

W ould it be alright If one of our disease investigators contacted you to find out some additional 115
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information?

YES: - Read to  Patient When is the best time for them  to contact you? W hat Is the best phone 
num ber for them to call? 1 will pass that information to the disease Investigation staff so that they can  
contact you. Thanic you very much for your time, and again, I am sorry for your loss For tlie  
investigator: Take phone number and provide to supervisor.

NO, or caller insists that patient died o f another illness/condition - Read to Patient;
"Thank you very much for your time, and again, I am sorry for your loss."

Complete Interview

C  Complete Interview (For the Interviewer: do not read this choice, Just select it to complete the survey).

Continue Later

*  Read to patient: Would you be willing to call back at another time to 
complete the survey?

r  Yes

r  No: Read to patient: Thank you for your time.

Callback Num ber

Read to  patient; Good. Please call us bacic at 759-xxxx. We will be available Monday-Friday from 9;00  
am -  4:00 pm.

For the interviewer: Complete Survey.

C  Complete Interview (For the Interviewer: do not read this choice, just select It to complete the survey).

C lin ic  Visit: D esert Shadow  Endoscopy Center

*  Read to patient: Were you ever a patient at the Desert Shadow Endoscopy 
Center, located 4275 S. Burnham Avenue?

r Yes

r No

r Unknown

r Refused

No C lin ic V isits
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*  Read to patient: This investigation is focusing on exposures tliat iiave 
occurred during medical procedures at specific clinics. Because you have not 
visited either of the clinics in question, this concludes the survey. Thank you 
for your time.

C Complete Interview (For the Interviewer: do not read this choice, Just select It to complete the survey).

Refused on Advice of A Law yer

Read to patient: What is the name of your lawyer?
I ' ' ' 1

*  Read to patient: Thank you for your time.

r  Complete Interview (For the Interviewer; do not read this choice. Just select it to contplete the survey).

Unverified Person

Read to patient: "Please have (patient name) call 759-xxxx Monday through Friday between the hours 
o f 9:00 am and 4:00 pm. Thank you."

*  For the interv[ewer:Complete interview

r  Complete Interview (For the Interviewer: do not read this choice. Just select It to complete the survey).

Refused

Read to  patient: 'Thank you for your time."

*  For the interviewer:Complete interview

C Complete Interview (For the Interviewer: do not read this choice, just select It to complete the survey).

Informational Meeting

Read to patient: That is the end of m y questions. I do want to let you know that on April 19th the 
health district will be hosting a hepatitis C  Informational event, which will be held at the main health 
district building at 625 Shadow Lane from 8;30am  -  3:30pm . Information on this event Is on the health 
district website at w w w .SouthernNevadaHealthDistrict.org.

W rapup

117

GJ DESAI 000293

0164

http://www.SouthernNevadaHealthDistrict.org


^ Read to patient: We have an information line available to answer any 
questions you may have about hepatitis C or the investigation. Would you 
iiice to speaic with someone from our information line?

r  Yes: Read to patient: This com pletes the survey. Thank you for your time. 

I apprecia te  your w illingness to answ er my questions and to  help the health 

d is tr ic t w ith the ir investigation . For the interviewer: forward the call to 759- 

xxxx.

r  No: Read to patient: If you do have questions, you can reach the 

in form ation  line a t 759-xxxx (xxxx). This com pletes the survey. Thank you for 

y ou r tim e. I appreciate you r w illingness to answ er m y questions and to help 

the  health  d istrict w ith th e ir investigation.

Completion

For the interview er: This completes the survey for this person.

* For the interviewer: What is your name?

*  For the interviewer: What is your interviewer number?
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Appendix F

Registry Enrollment Form
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Patient Enrollinent Form
Hepatitis C Exposure Registry
The Southern Nevada Health District (SNHD) Hepatitis C Exposure Registry has been developed to 
Identify patients who have had medical procedures at specific clinics which may have exposed them 
to bioodbome pathogens. Information provided In this enrollment form and information related to 
the evaluation and processing of this form may be used by the Southern Nevada Health District or 
its agent In the Investigation of clinic-related exposures, long-term effects of exposure or disease, or 
in the management of disease cases. Unless allowed by law, information provided cannot be dis
closed to any person without your written consent, including "pursuant to any subpoena, search 
warrant or discovery proceeding" (Nevada Revised Statute 441A.220\

Mali completed enrollment forms to;
Southern Nevada Health District, Hepatitis C Exposure Registry, PO Box 3902, Las Vegas, NV 89127

Enrollee Information
Items mariced with an asterisic (♦) are required.

•Last Name *Flrst Name Middle Name Suffix

I I  I I
*Date of Blith ir  Deceased, Date of Death

Contact Information
Items mariced with an asterisk (*) are required.

\

♦Current Address *aty ♦State »Zlp rnrie

You must provide at least one procedure date from either the Endoscopy Center of Southern Ne
vada or the Desert Shadow Endoscopy Center. If you are unsure of the procedure date, provide the 
most accurate information possible (for example "September of 2006").

Endoscopy Center of Southern Nevada (700 Shadow lane) Procedure Dates

Procedure Date ProcedufE Date Procedure Date

Procedure Date Procedure Date Procedure Date

Desert Shadow Endoscopy Center (4275 Burnham Ave) Procedure Dates

Procedure Date 

Procedure bate

Procedure Date Procedure Date

Procedure Date Procedure Date

iaOgelof4
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Patient Enrollment Form
Hepatitis C Exposure Registry

Recent Testing
Yes No

1 1 Since your procedure, have you been tested for Infection with hepatitis or HIV?

If no, why not?

Hepatitis C Laiioratory Testing and Illness
Yes No

Have you ever tested positive for Infection with the hepatitis C virus? 

If yes, on which date did you first test positive?

Yes No

Yes No

I Have you ever tested negative foe Infection with the hepatitis C virus?

If yes, when was your most recent negative test?

I Have you ever been diagnosed by a physldan with acu/ehepatitis C o r acute non-A, non-B hepatitis? 

If yes, which physician made the diagnosis?

Hepatitis B Laboratory Testing and Illness
Yes No

Have you ever been vaccinated against the hepatitis B virus?

Yes No

Have you ever tested positive far Infection with the hepatitis B virus? 

If yes, on which date did you first test positive? ,

Yes No

Yes No

I Have you ever tested negative for Infection with the hepatitis B virus? 

If yes, when was your most recent negative test? ,

Have you ever been diagnosed by a physician with acute hepatitis B? 

If yes, which physician made the diagnosis?

Human Immunodeficiency Virus (HIV) Testing
Yes No

Have you ever tested positive fa t infection with the human Immunodeficiency virus (HIV)? 

If yes, on which date did you first test positive?

Yes No

Have you ever tested negative far Infection with the human Immunodefldencv vims (HIV)? 

If yes, when was your most recent negative test?
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Patient Enrollment Form
Hepatitis C Exposure Registry

Risk Factors

If you tested positive for hepatitis C after your clinic procedures, items marked witti an asterisk (*) 
are required for the determination of the relatedness of your infection to procedures at the dinic. 
Yes No

] Have you ever been on long-term dialysis?*

1 Did you receive a l)lood transfusion prior to 1992?*

I I3kl you receive an organ transplant prior to 1992?*

I I3kl you receive clotting factor concentrates prior to 1987?*

1 Have you ever injected drugs not prescribed Ijy a doctor, even if only once or a few 
times?*

I Have you ever had sexual contact ŵ ith a person with confirmed or suspected hepatitis C 
virus infection?*

□

Additional Documentation

Many information sources are available to the Southem Nevada Health District which may provide 
documentation of procedure dates or laboratory testing, but these sources are not complete. Any 
additional documentata'on provkled may simplify the processing of your enrollment forms.

Indicate whteh of the following documents is/are attached to your enrollment form (do not submit 
original documents, only copies):

I Bills from the clinic (showing your procedure date)

I  Forms signed while at the clinic (showing your procedure date)

I  Post-procedure reports provided by the clinic (showing your procedure date) 

I  Discharge instructions provided by the dinic (showing your procedure date) 

laboratory testing results (positive or negative)

Written documentation of a physidan diagnosis of acute disease or illness 

Hepatitis B vacdnation records

A death certificate listing hepatitis C Infection as a cause of deaUi 

Some other type of documentation 

Describe I ________ __
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Patient Enrollment Fonn
Hepatitis C Exposure Registry
Autliorizations to Release Information
Authorizing the release of your Infbmiation to a third party is optional and will not affect your enrollment In 
the registry. You may revoke, change, or add to any or all of your authorizatlon(s) at any time by malung 
such revocation, change, or addtion in writing and delivering It to the Southern Nevada Health District.

Release of Inlbrmation to Otiier Persons  ̂ \

I authorize SNHD to rdease my information provided to the registry and any infomiation aixxit me ajliected 
during the health district's investigative process to the following person or persons upon request.

Name of Person Relationship

Name of Person Relationship

Signature Date

Release of Information to Law Enforcement

I a i^ r ize  SNHI3 to release my information provided to the registry and any information alxjut me collected 
during the health district's Investigative process to any law enfbroement or government regulatory agency 
m v o ^  In any Investigation In Its jurisdiction, including the prosecution of a aime or crimes, related to the 
medical, business,^ oth» practices of the Endoscopy Center of Southern Nevada, the Desert Shadow En
doscopy Center, afliliated medical or surgical centers, and afflliated physicians, employees, or other parties 
upon request

Signature Date

Verification of Identify and Certification of Information

To be enrrtied, you mustverify your Identity, certify the information provided, and sign and date this form.
Check the box that applies (you must check one):

I 11 am the enrolled and I am providing a copy of my government-issued photo Wentificatlon docu
ment I have examined this applkation and accompanying documentation and statements, and to

□ the best of my knowledge and belief, certify they are true, correct, and complete.
I am the surviving spouse of a deceased enrollee, and I am providing a copy of government-issued 
photo ktentiflcatJon document and a copy of the enrollee's death certificate. I have examined this 
applkatton and accompanying documentation and statements, and to the best of my knowledge 

---- and belief, certify they are true, correct; and complete.
I___11 am a deceased enrollee's authorized personal representathe, and I am providing a copy of gov

ernment-issued photo klentiflcatjon document, a copy of ̂ r s  or order of appolnbnent of per
sonal representative, and a copy of the enrollee's death certifkate. I have examined this applica
tion and accompanying documentatton and statements, and to the best of my knowledge and be
lief, certify they are true, correct, and complete.

Signature Date
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Appendix G
Frequendy Asked Questions 
Used by the Call Center

This appendix contains a list o f  the questions and answers provided to the call center for use with 
the public. Phone numbers and references to non-governmental agencies providing patient 
assistance have been redacted from this appendix. Questions on obtaining medical records have 
been removed, as frequent changes in die process resuldng in these specific answers evolving over 
the course of the response.

H cpatids C Disease Quesrions

W hat is hepatitis C?
•  Hepatitis C is a disease caused by the hepatitis C virus that results in infection o f the liver.
•  Hepatitis C is the most common (but not the only) cause o f  post-blood transfusion hepatitis 

in the United States.

W ho gets hepatitis C?

•  Anyone can get hepatitis C. but IV drug users, people who received blood transfusions or 
organ transplants prior to 1992, and dialysis patients are at high risk o f  getting the infection. 
Infants bom to infected mothers are also at risk.

How is the hepatitis C virus spread?
•  The hepatitis C virus is primarily spread by direct contact with contaminated blood or 

plasma.
•  Contaminated needles and syringes are a source o f  spread among IV drug users.
•  The role o f person-to-person contact and sexual activity in the spread o f this disease is 

unclear.
•  Hepatitis C virus is not spread through casual contact or in typical school, office, or food 

service settings.
•  It is not spread through the aerosol route, e.g., an infected person coughing or sneezing.
•  The virus cannot be acquired by drinking out o f a glass used by a person infected with 

hepatitis C.
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What ice the symptoms of Hepatitis C?
• 80% o f persons may have no signs or symptoms.
•  Symptoms develop slowly and may include;

o  Loss of appetite 
o  Stomach pain 
o  Nausea 
o  Vomiting
o  Jaundice (yellowing o f the skin o t whites o f the eyes)

•  Although the initial infection may be asymptomatic or mild, a high percentage o f infectcd 
people will develop chronic infection.

•  This infection may persist for many years without symptoms, before cirrhosis (liver disease) 
develops.

How soon do symptoms of hepatitis C appear?
•  Symptoms may appear within 6 to 9 weeks after exposure. However, they can also occur as 

soon as 2 weeks and as long as 6 months later.

How long can an infected person spread the virus?
•  Infected people may spread the virus indefinitely even if they do not experience symptoms.

Is there a treatment for chronic hepantis C?
•  There is a treatment available for hepatitis C, although it does not work for everyone.
•  The effectiveness o f the treatment varies depending on the strain o f  the virus with which 

you ate infected. In the strain most common in the United States, it is effective in about 50% 
o f people.

•  Your doctor will be able to discuss treatment options with you based on your individual test 
results.

How is hepatitis C diagnosed?
•  There ore several blood tests that can be done to determine if an individual is infected with 

the hepatitis C virus. These tests cannot determine whether the infection is new (acute) or 
chronic.

How good is the blood test used by blood donation centers?
•  The hepatitis C test used by blood donation centers is only a screerung test to eliminate 

hepatitis C virus from the nation’s blood and plasma supply. Individuals who test positive on 
the hepatitis C virus antibody test should consult a physician and be retested using other 
types o f blood tests.
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How can the spread o f hepadds C be stopped?
•  There is no vacdne for hepadds C
•  If you are a health care or public safety worker, always follow routine barrier precautions and 

safely handle needles and other sharps
•  Inifividuals who shoot drugs should stop and get into a treatment program; those who 

cannot stop should never share needles, syringes, water, or "woda".
•  Syringes, tattooing needles and acupuncture needles should not be shared or reused
•  Personal items such as toothbrushes and razors should not be shared.
•  People who have multiple sexual partners should use condoms each time they have 

intercourse.
•  Individuals that are HCV positive should not donate blood, organs, or tissue.

Is there a vaccine for the prevention o f hepatitis C?
•  No, there is no vaccine for hepatitis C.

Hepatitis B and HIV Queslions

What is hepatitis B?
•  Hepatitis B is a disease caused by the hepatitis B vinis that results in infection of the liver. 

W ho gets hepadds B?
•  Anyone can get hepatitis B. However, certain groups have a greater chance o f becoming 

infccted. These include:
o  Infants bom  to an infected mother 
o  IV dnig users
o  Sexual partners o f  infected people
o  People with many heterosexual, homosexual or bisexual partners 
O Certain populations with high rates o f  hepatitis B infection 
o  Health care workers exposed to blood and body Huids 
O Public safety workers
o  Anyone who has f l u e n t  contact with blood
o  Housemates o f chronically infected people are at higher risk than the general 

population, but lower risk than those listed above

How is the hepatitis B vims spread?
•  Through sexual activity
•  From exposure to contaminated blood and blood products
•  From dose household contact with infected individuals
•  From infected mothers to their infants at birth
•  Through the sharing o f  drugs, needles or other paraphernalia (works) while “shooting 

drugs” .
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w h at are the symptoms o f  Hepatitis B?
•  Symptoms develop slowly and may include:

O Loss o f  appedtc
o  Stomach pain
o  Nausea
o  Vomiting
o  Jaundice (yellowing o f  the skin or whites o f  the eyes)

How soon do symptoms o f  hepatitis B appear?
•  Symptoms develop slowly and may take as long as 45-180 days (average is 60-90 days) to 

appear after exposure to the virus.

How long can an infected person spread the virus?
•  An infected person can spread the virus for several weeks before symptoms appear and as 

long as the person is ill.
•  Persons who develop lifelong infection may spread the virus for their entire lives.

Is there a treatment for chronic hepatitis B?
•  There is no specific treatment for acute or chronic hepatitis B

How is hepatitis B diagnosed?
•  rhere are several blood tests that can be done to determine if an individual is infected with 

the hepatitis B virus, and to determine if the infection is newly-acquired o r chronic.

How can the spread of hepatitis B be stopped?
•  Vaccination is highly protective against the hepatitis B virus.
•  Testing all pregnant women is recommended to prevent spread from infected mothers to 

their infants.
•  Donated blood is tested for hepatitis B as well as other hepadtis C and other diseases. 

Individuals who test positive are rejected as donors.
•  Syringes, needles used for injection and acupuncture and tattooing needles should never be 

shared or reused.
•  Personal items such as toothbrushes and razors that could have blood on them should not 

be shared.
•  Latex condoms should be used regularly if you have more than one sexual partner.

Is there a vaccine for the prevention o f  hepatitis B?
•  A vaccine b  available and is recommended for all infants at birth as well as for persons at 

high risk o f being infected with hepatitis B.
•  The vacdne is safe for most people and the most common complaint is soreness at the 

injection site.

What is HIV?
•  HIV stands for human immunodeficiency virus. It is the virus that causes AIDS.
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What is AIDS?
•  AIDS stands for acquired immune deficiency syndrome.
•  AIDS is the final suge o f HIV infection. It can take years for a person infected with HIV, 

even without tteatment to teach this stage.
•  Having AIDS means that the virus has weakened the immune system to the point at which 

the body has a difficult time fighting infections.

How is HIV spread?
•  Unprotected sexuaJ activity
•  Sharing needles or syringes used for injecting drugs, medicines, tattooing or body piercine 

with someone who has HTV
•  From infected mothers to their infants at birth o r from breast milk after die child is bom
• From exposure to open wounds or sores, including those related to a sexually transmitted 

disease such as syphilis.

Can I get HIV through casual contact?
•  HIV is not transmitted by casual contact including:

o  Touching, talking, or sharing a home w i*  a person who is HIV positive or has 
AIDS

o  Sharing utensils, such as forks, knives, o r spoons
o  Using swimming pools, hot tubs, drinking fountains, toJet seats, tanning beds, 

d o o ^ o b s ,  gym equipment, or telephones used by people with HIV/AIDS
o  Having someone with HIV/AID S hug, kiss, sneeze, cough, breathe, sweat; or cry on 

you
o  Being bitten by mosquitoes
o  Donating blocd

Is there is a treatment (or HIV?

•  There is no cure for AIDS. There are only medications that can slow down the progress of 
the HFV virus and the damage to the immune system.

•  HFV medications are mote effective in some people, but may not work for all.
•  If  you are HIV positwe, check with your heal th care provider to see if  Aese medications are 

appropriate for you.

How will I know if am infected with HIV?

•  It IS tecojnmended that everyone know their HIV status tesdng options include;
o  Getting tested for HIV at the Southern Nevada Health DUtrict (Free)
o  Getting tested and one o f  the local conmiunity HIV testing centers listed in the 

Phonebook
o  Asking your doctor about testing options
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Resourees

Where can I get more infomiation about HIV?
•  The Southern Nevada Health District web site under Office o f  AIDS

o  http://www.southemnevadahealthdisttictorg/hiv_flids/aids_prevention.htm
•  CDC’s web site under HIV/AID S

O http://w ww.cdc.gov/hiv/
•  Contact The Southern Nevada Health District" HIV Testing center Annex A xxx-xxxx
•  Ask your Doctor

Where can I get more information about Hepatitis?
•  Hepatitis C

o  The Southern Nevada Health District web site
http://www.southemnevadahealthdistrictotg/discase_factsheets/hqj_c.hmi

o  Center for Disease Control website
h ttp ://www.cdc.gOv/NClDOD/diseases/hcpatitis/c/index.htni

o  Ask your Doctor
•  Hepatitis B

o  The Southern Nevada Health District web site
http ;// www.southemnevadahealchdisttict.oig/disease_factsheets/hep_b.htin

o  Center for Disease Control website
http://www.cdc.gpv/NCIDOD/diseases/hepatitis/b/index.htm

o Ask your Doctor
•  Hepatitis A

o  The Southern Nevada Health District web site
http://www.southemnevadaheaIdidistrict.org/disease_factsheets/hep_a.htin

o  Centers for Disease Control and Prevention website
http://w ww.cdcgov/NCIDOD/diseases/hcpatitis/a/indexJitm

o Ask your Doctor

I am scared or anxious about my exposure or results. Is there someone I can talk to?
•  Contact Southern Nevada Adult Mental Health Services at xxx-xxxx

Are there any resources for me in the community if I’ve contracted hepatitis C and I have no 
insurance or a physician?

•  A number o f  resources for people with hepadtis C are available on the health district website 
at www.SouthemNevadaHeaIthDistricLorgon the “Hepatitis C Investigation" section.

I have no insurance/I am underinsured
•  Additional patient resources arc available on die Southern Nevada Health District website, 

www.SouthemNevadaHealthDistrict.org.

129

GJ DESAI 000305

0176

http://www.southemnevadahealthdisttictorg/hiv_flids/aids_prevention.htm
http://www.cdc.gov/hiv/
http://www.southemnevadahealthdistrictotg/discase_factsheets/hqj_c.hmi
http://www.cdc.gOv/NClDOD/diseases/hcpatitis/c/index.htni
http://www.southemnevadahealchdisttict.oig/disease_factsheets/hep_b.htin
http://www.cdc.gpv/NCIDOD/diseases/hepatitis/b/index.htm
http://www.southemnevadaheaIdidistrict.org/disease_factsheets/hep_a.htin
http://www.cdcgov/NCIDOD/diseases/hcpatitis/a/indexJitm
http://www.SouthemNevadaHeaIthDistricLorgon
http://www.SouthemNevadaHealthDistrict.org


Why has this not come to the attentioa o f the heahh district before?
•  Disease transmission may have occurred in the past, but most people infected with Hepatitis 

C Vitus do not develop symptoms and do not know that they have been infected.
•  As a result, these infections would not have been repotted to the health district.
•  An infection with hepatitis C resulting in the patient developing symptoms (acute disease) is 

tare, and it was an unusual occuitence that brought this problem to the attention o f the 
health district.

•  On average, two cases o f  acute hepatitis C are repotted each year in Clark County. Six cases 
have been identified in relation to this investigation.

Is this an outbreak?
•  An outbreak is defined by Nevada Law as an occurrence o f  cases o f  disease in a patticulat 

population in excess o f that which is normally expected (Nevada Administrative Code 
Chapter 441A.130)

•  O n average, two cases o f  acute hepatitis C ate repotted each year in Clark County
•  This is In excess o f  what is expected, so yes, it is considered an outbreak

Which clinic are we talking about?
•  The Endoscopy Center of Southern Nevada, located at 700 Shadow Lane, Las Vegas.

How were the cases discovered?
•  These cases were repotted by physicians in the community to the health district.
•  Nevada law requites that medical providers notify pubUc healdi officials when they identify a 

number o f different diseases, inchiding hepadtis C.
•  The common link between cases was identified through the routine investigation o f the 

cases reported by medical providers, «4uch includes an interview o f the padent.

When was the problem idendfied?
• The cluster came to the attention o f  the health district in early January. 2008.

What did the physician or health cate worker do that put patients at risk for exposure?
•  A syringe (not a needle) that was used to administer medication to a patient was reused on 

the same patient to draw up additional medication.
•  The process o f  redrawing medication using the same sytinge could have contaminated the 

vial from which the medicine was drawn with the blood o f the patient
•  The vial, which was not labeled for use on multiple patients, was then used for a second 

patient (with a clean needle and syringe).
•  I f  diat vial were contaminated with the blood o f  the first patient, any subsequent patients 

given medication from that vial could have been exposed to bloodbome pathogens.

Investigation - Event Specific Infomiation
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How did so many people get infected at this facility?
•  The exact details o f  disease transmission on the days in question are still not fiilly 

understood. The investigation is ongoing in an attempt to further address this question.

Is there one patient, physician o r health care worker to blame for these infections?
•  There was no one healthcare worker or piece of equipment identified as common to all 

known cases.
•  The transmission occurred because o f  unsafe injection practices and used in the facility. 

These practices were not limited to a particular healthcare worker, but were found to he 
common practices throughout the clinic for an extended period of time. Once they were 
recognized and brought to the attention o f  the facility, they were immediately discontinued.

Can you actually link the cases together? Can you specifically link them to this situation?
• O f  the six known cases, five had procedures on the same day.
•  Genedc testing on four o f  the cases from the same day has idendiied that they likely came 

from a common source.
•  A fourth case, who had a procedure on a different day, does not share a common source as 

the other three. This indicates that the problem that allowed disease transmission to occur 
was not a one-time event, but had recurred over an extended period o f  time.

•  I n v e s d g a t io n  o f  t h e  d i m e  p ra c t ic e s  id e n t iB e d  c o m in o n  p ra c t ic e s  w h ic h  w o u ld  a llo w  d isease  
to be transmitted in this manner.

Is the problem still going on?
•  The unsafe injection practices associated with die outbreak were first identified in mid- 

January as part o f  die investigadon, and were immediately brought to the attention of the 
clinic

•  A t that time, the clinic corrected these practices.
•  Thus, the practices that lead to the exposure o f patients have been corrected, so no new 

patient exposures should be occurring.
•  As it can take several months for the symptoms o f  Hepatitis C to appear, additional cases 

may be identified despite no ongoing transmission o f  ̂ e a se .

Who performed the investigation?
•  The response was led by die Southern Nevada Health District, and the team included 

members o f  the Nevada State Bureau o f  Licensure and Certification and the Centers for 
Disease Control and Prevention.

How long have you known about diese lapses in infection control?
•  The unsafe injection practices were first identified in mid-January as part o f the investigation, 

and were immediately brought to die attention o f the clinic.
•  At that time, the clinic corrected these practices.
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How many people will be diagnosed with hepatitis C, B or HIV from this investigation?
•  It is unknown how many people were infected at the clinic.
•  The diseases o f  concem are routinely found in the population, and a significant number o f 

people may have been infected with diem prior to their procedure.
•  It is estimated that about 1 in 25 people in the clinic population could be infected with 

hepatitis C prior to their procedure, with a significant number o f  these patients not knowing 
they ate infected.

•  It is estimated that about 1 in 200 people in the clinic population could be infected with 
hepatitis B prior to their procedure, with a significant number not knowing they are infected.

•  It is estimated that about 1 in 250 people in the clinic population could be infected with HIV 
prior to their procedure, with one-thitd to one-half not knowing they are infected.

•  Aldiough testing can determine if a person is infected, it cannot determine the source o f the 
infection.

Will people die from this illness?
•  The diseases for which patients are recommended to be tested can result in a range of 

disease seventy, and can eventually result in death.
•  It is important diat you speak widi your physician if you have one o f these diseases, as your 

physidan will be able to address your specific risks for serious illness and develop a plan to 
monitor your health.

I heard testing was offered by the health district for free to a group o f  people. Is this true? How do I
bccome part o f  that group?

•  As part o f the investigation, the health district is testing about 100 patients who were seen in 
the clinic on die days o f  other identified cases.

•  This is being done for the purposes o f  better understanding the transmission o f  disease 
within the facility.

•  Only patients who had procedures on the specific days of concem are eligible for diis 
testing.

W hat are the names o f  the infected individuals?
•  Because o f  medical confidentiality laws, we cannot provide the names o f  any o f the patients.

How many cases like this do you see in a year?
•  Most people who become infected with hepatitis C initially have mild or no symptoms and 

do not know that they have been infected unless they are tested by a doctor.
•  Only a small percentage o f  people infected with hepatitis C develop acute disease and have 

any outward signs o f  infection.
•  O n average, two cases o f acute hepatitis C are identified each year in Q ark County.

How many people have hepatitis C?
•  It is estimated that about 2% o f the United Sutes population is infected with hepatitis C.
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1 have a new device that can be used to diagnose o t treat patienis, or clean medical devices. Will you
endorse it? ’

•  No. The health district docs not endorse any products.

How could you let this happen in our community?
•  The Southern Nevada Health District is responsible for investigating reports o f  fllness m our 

community. O ur first concern U the health and weU-being o f  the public. When this situation 
was brought to o>u attention we prompdy began an investigation and worked with the 
appropriate agencies to address the issues and have made recommendadons to help prevent 
this type o f  situadon from occurring again.

Does eveiyone who visits a doctor or has some type o f medical lest have to be concerned about
getting some temble infection or chronic disease?

• AU health care professionals and medical faciliues should follow safe injection and 
appropriate infection control pracdces. Patients can and should ask dieir medical providers 
about the practices used in their facility.

Why did ihcy do these practices?

• The heald, district cannot speculate as to the reason for the unsafe injection practices that 
lead to the identifled infections.

Are you trying to protect the doctor or the facility?
•  Our mission is to protect the health o f  the public, not medical providers or businesses.
•  We worked quickly to idenrily the source o f  the outbreak and to notify patienU who were 

placed at risk.

•  We have been forthcoming with details about the investigation, including die name o f the 
facility invohred, the time period in question, and the findings o f our investigation.

Why was I not notified sooner?

•  In early February, the investigation identified the time span over which patients may have 
been placed at risk.

• A t that time, a list o f  addresses for the at-risk patients was requested from the rlinir
•  The address list was provided on February 22,2008.
•  Given the magnitude o f the notification, patients were notified as quickly possible.

Isn't it overkill to notify this many patients?
•  The practices that lead to the transmission o f  disease have been occurring at this cUnic for 

several years.

•  It is not possible to say which patients were exposed to bloodbome pathogens. Based on the 
pracdces o f the clinic, it was determined that aU patients who received injected anesthesia 
medication as part o f their procedure had been put at risk for possible exposure.

•  Many of the diseases transmitted though the practices o f the cUnic have no outward 
symptoms o f  disease for many years. Patients may have been infected but not know it. so it 
was determined that all patients should be nodiied so rfiat they can take the appropriate 
steps to determine if they are infected and protect their own healdi.
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•  It IS not possible to say how long the investigation will take, although it is expected that 
completion o f bboiatoiy testing will ulce two to three months.

Did you close the other clinics?

•  The Southern Nevada Health District does not have regulatory authority over medical 
facilities and does not have the authority to close d>ese t)pes o f  faciUties. The various 
governmental agendes holding their business licenses made the decision to close them.

Are you sending letters to patients at the other clinic?
•  The Southern Nevada Health District is still recommending testing for hepatiris C, hepadtis 

B. and HIV for patients who receded injected anesthesU medicatioii at the Endoscopy 
Center o f  Southern Nevada (700 Shadow Lane, Suite 165B) between Match o f 2004 and 
January 11,2008. At this time, the healdi district is not recommending tesdng o f  patient who 
had procedures at other clinics.

•  If you have any concerns, you should contact your primary care physician to discuss them.

Why were the clinics closed then?

• The business licenses were suspended by the county and/or the cities o f Las Vegas and 
Henderson

I have a complaint regarding a local medical clinic or facility. Where should I send it or what number
should I call?

•  The Southern Nevada Health District as weU as other local health districts in the state do not 
have oversight or regulatory authority over those types o f  facilities. If  you have a concern or 
a complaint, conUct the Nevada State Health Division’s Bureau o f Liccnsure and 
Certification at xxx-xxxx or from northern Nevada call xxx-xxxx.

Am I the source o f  the infection at the Endoscopy Center o f Southem Nevada
•  The healdi district's investigation has identified the two source patients who had procedures 

at the Endoscopy Center on either July 25 or Sept 21. These are the dates that the health 
district has identified as dates o f  known disease transmission.

•  If you are the source case, the health district will be contacting you direcdy.
•  The healdi district is notifying the source patients and diose who had procedures on those 

dates o f this updated infonnation.

W ho are the source patients?

•  The healdi district wiU not pubUcly release protected patient information.

I think that I am one o f the 77 hepatitis C patients who you reported as "potentially clinic
associated." Can you verify that?

•  We are not able to verify information on the telephone. It is recommended that yoo enroll in 
the Hepatiris C Exposure Registry. This will provide information to the health district diat 
cou]d assist us to classify yout infection.

•  You can contact the health district's epidemiology department at xxx-xxxx if  you have 
additional questions.

When -wiU the investigation be completed?
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Why can't you say with real certainty that the 77 cases you previously reported are positively linked 
to clinic and the source patients?

•  At this time, the health district can only determine that these 77 cases o f  hepatitis C infection 
are potentially associated with the clinic because we ate unable to test these samples 
genetically. Because the procedure dates are different, we have no additional sources 
identified to test againsL

•  The health district did not receive a complete patient list from the Shadow Lane clinic so wc 
are not certain who could be tested. Many former patients who were tested and whose 
results were submitted to the health district were not on the lists. We are not certain o f their 
procedure dates or which clinic they visited.

Aren't you going to genedcally test those 77 patients?
• We are not able to genedcally test the samples o f  ihese 77 patients for several reasons. The 

hepatitis C virus mutates quickly and the vims in diese pauents could have changed 
significantly since theii infecdon.

•  We do not have a source patient that will allow us to compare genetic samples

What do I do if I am positive for hepatitis C and visited either clinic but my procedure was on a 
different date?

•  The health district is still investigating the outbreak, however, at this lime there are no other 
identified clusters o f  infecdon. We cannot determine if you were infected at the clinic or 
prior to your procedure.

•  The health district recommends that you enroll in the Hepadds C Exposure Registry. This 
will assist out invesdgadon to determine if there are any addidonal clusters o f  transmission 
or illness related to the outbreak. The registry will also allow us to determine the case 
classiCcadon for your infecdon.

•  If you are positive, it is also recommended that you develop a relanonship with a physician 
who can manage your medical care.

How did you determine the source o f these cases? Why cin 't you determine the source o f  the 
Burnham clinic?

•  The two cases that are the source o f  infecdon for July 25 and Sept. 21 are two separate 
padents. We know that each had a procedure on one o f  the two dates. Through generic 
tesung, we are able to determine that die strains o f the hepadus C virus in the cluster of 
patients who had procedures on those t\vo dates are the same or are a nearly identical match 
to make die connection.

•  The Desert Shadow clinic was dosed when the acute case was reported and the source o f 
disease transmission cannot be determined. We were not able to observe unsafe practices to 
determine transmission, a source for infecdon or any addidonal dates o f  disease 
transmission.

•  We are not certain if  our list from the Burnham clinic is complete.
•  If  additional information becomes available, die health district will continue its investigation 

and revise recommendations to padents as appropriate.
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Inspections and Regulations
Who is responsible for making sure the facility follows safe injection practices?

•  The Nevada State Health Division, Bureau o f  Licensure and CertiGcation licenses 
ambulatory surgical centers in Nevada. The Bureau conducts initial state licensure 
inspections, complaint investigations and other periodic inspecdons to determine 
compliance with state regulations.

•  State regulations require an ambulatory surgery center to have systems in place to assure 
quality care. These regulations require that the healthcare pracddoners in the facility 
paiddpate in the development and applicadon o f  criteria to evaluate the cate provided at the 
facility, identify problems and formulate resolutions based on currendy accepted practices.

•  Ambulatory surgery centers may choose to participate in the Medicare program. Medicate 
certified surgical centers ate also insp«ted  by the Bureau o f  Ucensure and Certification to 
see diat they adhere to federal regulations. The federal regulations also require systems to 
assure quality. The Bureau conducts initial Medicare certification inspections, complaint 
investigations and other periodic inspections to determine compliance with federal 
regulations.

•  Although there is licensure and certification oversight o f ambulatory surgical centers, the 
ultimate responsibility o f assuring safe injection practices falls to the bdlity  operators and 
the hcaldicare practitioners working in die facility on a day to day basis.

When was the ambulatory surgery center last inspected.’
•  The last ambulatory surgery center inspection related to health issues was on 1 /9 /08 . The 

ambulatory surgery center had odier inspections related to health issues completed on 
6 /7 /0 7 ,7 /2 3 /0 4 ,1 /3 0 /0 4 . and 8/29/03.

•  The ambulatory surgery center had a Medicare inspection in 1 /2 /9 6  and 12/5/01. The 
ambulatory surgery center had construction and life safety code inspection on 12/5/01 and 
5/24/04.

Why was this ambulatory surgical center not recendy inspected?
•  The Nevada State Health Division, Bureau o f  licensure and Certification conducts initial 

inspections o f  all ambulatory surgical centers before a center can sec patients.
•  After licensing the Bureau conducts complaint investigations and periodic inspections if 

concerns arise.
•  There is no inspection schedule mandated in state or federal law for ambulatory surgical 

ccnters.

What did the most recent inspection find?
•  The last inspection in January 2008 identified staff using single-use Propofol for multiple 

patients, not following manufacturer's directions for die cleaning detergenl used to dean the 
endoscopes, and not updating the ambulatory surgery center’s policies and procedures.
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H ow  can I obtain a copy o f your inspection 6ndings?
•  The surgical ccntcr must submit a Plan o f Collection within 10 days o f receipt o f  the 

Statement of Deficiencies from the Bureau. At that time the docimient becomes public 
record.

•  You can obtain a copy o f  the Statement o f  DeGciencies/PIan o f  Correction that includes the 
inspection findings and the sucgical center’s corrective action plan from the Bureau of 
Licensure and Certification. Contact the agency at XXX-XXXX to obtain an infotmadon 
request form. Staff can assist you properly completing the request form.

Has the ambulatory surgery center been sancdoned for these piacticesP
•  The role of the Bureau o f  Licensure and Certification in regards the practice that placed the 

public at risk is to ensure that the practice is corrected.
•  The ambulatory surgery center was directed to immediately discontinue the unsafe pracdce.
•  A Statement o f  Deficiencies was issued and the ambubtoty surgery center submitted a Plan 

o f  Correction which addressed what corrective acuons would be taken to comply with the 
requirements to remain licensed and to participate in the Medicare program and how 
compliance would be maintained.

•  Because o f the scope and severity o f the problem identified, the surgical center will be 
subject to state administrative sanctions, including monetary penalties.

•  To ensure that the ambulatory surgery center can continue to participate in the Medicare 
program, die Bureau will conduct a follow-up visit to ensure that the unsafe practice has 
been permanently cortected. I f  not, the Bureau will recommend that the ambulatory surgery 
center no longer be allowed to participate in the Medicare program.

Why hasn’t dus ambulatory surgery center been ctosed down?
•  Revocation or suspension o f  a license occurs when an operator is unable to comply with 

state regulations.
•  In this case the surgical center took immediate steps to correct deficient practices as soon as 

iiwestigators identified procedures that could result in the transmission of bloodbome 
pathogens.

•  Follow up inspections will take place to verify tlie surgical center continues to meet 
regulations.

•  On-going practices in the surgical center will then determine if further state licensing action 
will be taken, or if the surgical center will be terminated from Medicare participation.

Will the doctors or other workers from the ambulatory surgery center be punished?
•  The licensed professionals identified in the deficient practice will be referred to their 

appropriate licensing boards.

How can you be sure that the problem is not ongoing?
•  The Bureau o f  Licensure and Certification will conduct follow up inspections to assess that 

the ambulatory surgery center has implemented and maintained appropriate corrective
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Have you inspected their other location to ensure that this is not occurring
•  Yes. A iiill inspection for compliance iwith state licensure and federal Medicare certiGcation 

regulations was conducted at Desert Shadow Endoscopy Center, a licensed ambulatory 
sutgety center. Deficiencies were identified and immediately corrected. The deficient 
practices were not found to put patients at risk as at the other ^cility. A formal Statement 
of Deficiencies has been issued to the facility.

•  Unannounced on-site inspections will be conducted at this facility to evaluate the on-going 
implementation o f  the facility’s corrective action.

Did you fmd similar practices at the other ambulatory surgery centcR>
•  Yes, it was determined the other ambulatoiy suigety center was administering single-use vials 

of Propofol to multiple patients.

Have you checked other ambulatory surgery centers to make sure that they aren’t using the same 
practices that lead to this outbreak?

•  Mass education o f  all licensed ambulatory surgery centers has already begun. The Nevada 
State Health Division, State Epidemiologist, has issued a Technical Bulletin to all licensed 
ambulatory surgery centers providing cleat education on the appropriate techni(]ues for 
medication vial use, and the one-time use and disposal o f  needles and syringes.

•  There is a targeted education effort underway throughout the state to assure that 
practitioncts are applying correct procedures and quality assurance systems. Patienu are 
encouraged to ask their healthcare practitioner any and all questions they have concerning 
patient safety systems that ate in place.

•  Additionally the Bureau o f Licensure and Certification is conducting inspections o f other 
ambulatory surgery centers. Information will become available as these investigations ate 
completed

Will there be any changes, regulations or recommendadons made so something like this doesn't 
happen again in our community?

•  The Nevada State Health Division. State Epidemiologist is preparing a technical bulledn to 
be issued to all Ucensed ambulatory surgical centers throughout the state o f  Nevada. The 
technical bulletin will include detailed information about safe injection practices to prevent 
this or similar occurrences.

•  The State Epidemiologist is also coordinating vrith professional licensing boards and local 
health authorises to distribute technical Information to licensed health care professionals in 
other healthcare settings.
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As a patient o t emplojrce, I observed similar practices at another ambulatory surgery center. How do
I make a report?

• Contact the Bureau o f  Licensure and Certificalion complaint line at xxx-xxxx.
o  Be prepared to repon the following information:

The ambulatory surgery center's name and location 
If  known, the name of the patient(s) involved 
The date o f  the observation(s)
The person(s) observed involved in the unsafe practice 
What exacdy was observed
If  you are an employee, what is the center’s current written policy which addresses 
your concerns.

o
O
o
o
o
o

o
o
o
o

o
o

I am a healthcare provider and my boss told me to reuse syringes or reuse single-dose vials of 
medication. How do I report it?

•  Contact the Bureau o f  Licensure and Certification complaint line at xxx-xxxx,
•  Be prepared to report die following information;

o  The ambulatory surgery center’s name and location 
I f  known, the name o f  the padent(s) involved 
The date(s) o f  the observadons
The person(s) observed reusing syringes or single-dose medicadon vials 
The person(s) direcung the reuse o f  syringes or the reuse o f  or single-dose 
medication vials 
What exacdy was observed
The ambulatory surgery center’s current written policy which addresses your concern

I am an employee/former employee o f die ambulatory surgery center (the Endoscopy Center of 
Southern Nevada) and would like to provide additional information to the investigators. How do I 
get in touch with them?

• FOR CURRENT A ND FORMER ENDOSCOPY CENTER O F SOUTHERN NEVADA 
EMPLOYEES ONLY: Contact the Southern Nevada Health District Office o f 
Epidemiology at xxx-xxxx.

•  For employees o f other centers contact the Bureau o f  Licensure and Certification complaint 
line at xxx-xxxx.

I am scheduled to have a procedure at an ambulatory surgical center, should I be concerned about 
their safe injection practices?

•  As a healthcare consumer you have the right to ask any questions related to the procedure 
you are undergoing and the practices the surgical center uses to assure your safety.

•  You may want to find out the ambulatory surgery center’s procedures related to infection 
control and safe injections, including but not limited to handwashing, needle and syringe use 
and disposal, w ^ h  equipment used in your procedure is single-use or disposable, 
medication vial reuse and how it is protected from contamination.
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W hat about the Gastroenterologjr Center o f  Nevada?
•  Tlie Gastroenterology Centers o f  Nevada are physician medical offices and are not required 

to be licensed by the Bureau. However, the physician's must be licensed by the Board of 
Medical Examiners and are retjuired by local jurisdictions to have a local business license.

They are located as follows:

Gastroenterology Center o f  Nevada 
4275 Burnham Avenue 
Suite 101-B
Las Vegas. NV 89119-5488

Gastroenterology Center o f  N evada 
3150 N.Tenaya Way 
Suite 225
Las Vegas N V  89128

Gastroenterology Center o f  Nevada 
5915 S. Rainbow Blvd. Suite 105 

Las Vegas NV 89118

Gastroenterology Center o f  Nevada 
1815 East Lake Mead Bhrd 
Suite 207
North Las Vegas. NV 89030-7187

Gastroenterology Center o f  Nevada 
700 Shadow Lane 
Suite 165-A
Las Vegas. NV 89106-4126

Gastroenterology Center o f  Nevada 
2610 West Horizon Ridge Parkway 
Suite 105
Henderson, NV 89052-2869

Sarety/Surgical P roceduics

Are colonoscopies safe?
•  In this case, the disease transmission was not related to the colonoscopy, but rather to the 

injection practices used to administer anesthesia to the patienL
•  When proper injection practices and infection control procedures are followed, medical 

procedures, including colonoscopies, are generally safe.
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Should I sdll get a colonoscopy?
•  Colonoscopies ate an important p u t  o f  protecting yourself against the devdopment o f 

colorectal cancer.
•  Although this investigation focused on a center that petfonned colonoscopies, and other 

similar procedures, the source of the exposure was the way that the anesthesia was 
administered.

•  If  recommended by your physician, there is no reason why you should avoid undergoing this 
procedure.

I have a procedure scheduled there next week. Should I cancel it?
•  Your speciGc needs for this medical procedure should be discussed with your personal 

physician.

I have a small surgery scheduled for next week at a different center. As a patient, how can 1 protect
myself?

•  As the patient, you should feel empowered to discuss what steps arc being taken taking to 
protect you with your healthcare provider.

•  If you have concerns about specific issues, ask your healthcare provider about those issues.

Is this same practice occutring at other medical facilities or doctor’s offices in the Valley?
•  The Southern Nevada Health District has jurisdiction to investigate reports o f  illness in the 

community. It does not have information related to the practices at facilities not under 
investigation.

Exposure/R isks

How did so many people get exposed at this facility?
•  The practices that could have led to disease transmission have been occurring for several 

years.
•  These common practices, combined with the fact that this is a very busy clinic resulted in the 

potential for a large number o f people to be exposed.

How do I know if I was exposed to the virus during my procedure at the center?
•  There is no way o f knowing which patients were exposed during their procedures at the 

clinic. This is why all clinic patients were notified, and why we are recommending that all 
patients be tested.

When were the known cases exposed?
•  The identified cases had procedures in the summer o f  2007.
•  However, the practices that could have resulted in the transmission o f  disease from one 

patient to another have been reported to be common practices in the clinic since it opened 
in March o f 2004.

141

GJ DESAI 000317

0188



What is the risk o f  disease?
•  The actual risk o f  disease cannot be determined for an individual patient.
•  As the risk is unknown, all clinic patients were notified, and we arc reconunending that all 

patients be tested.

I f  I had a procedure at one o f  the other facilities, should I get tested?
•  The Southern Nevada Health District is still recommending testing for hepatitis C, hepatitis 

B, and HIV for patients who received injected anesthesia medication at the Endoscopy^ 
Center of Southern Nevada (700 Shadow Lane, Suite 165B) between March o f 2004 and 
January 11,2008. A t this tune, the health district is not recommending testing o f patient who 
had procedures at other clinics.

•  If  you are still concerned or have additional questions you should consult with your 
physician.

I was a patient there 5 years ago ^ rio r  to the notificatioa group). Should I be tested too?
•  This investigation focused on the practices at this specific clinic since it opened in March of

2004 when a major remodeling o f the clinic and change in practices and procedures 
occurred.

•  As we could not investigate the practices o f  die clinic prior to that time, we cannot advise 
you o f  the practiccs or risks at that clinic prior to March 2004.

•  If  you are concerned for your health, consult your physician, who will be able to determine if 
testing is appropriate for you.

Am I at greater risk for infection with one virus over another?
•  There is no way o f  knowing Aidiich viruses, if any, a person has been exposed to.
•  It is not possible to determine an indhridual’s risk for infection with a particular virus.
•  It is important that you be tested for Hepatitis B, Hepatitis C. and HIV.

In taking so long to notify patients, were additional patients placed at risk?
•  Any delays in the notification would not have placed additional patients at risk.
•  During the investigation, practices were identified Uiat could have led to the transmission of 

disease. Those practices were immediately brought to the attention o f the clinic, and were 
corrected.

How many people were exposed?
•  About 40,000 patients have been notified that they may be at risk for exposure to 

bloodbome pathogens.
•  Being placed “at risk” does not mean that the patient definitely was exposed, but that they 

had an increased chance o f being exposed.
•  Tlie true number o f  "exposed” people cannot be determined.

Exacdy how many people are you notifj’ing about this situation?
•  A total o f  39,561 letters were mailed to clinic patients.
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Can you tell me if I’m on the list and if I should receivc a letter?
■ The list the Southern Nevada Health Distnct received ought not be complete and due to 

patient confidentiality issues, we ate not able tell you whether o r not you are on the list. We 
recommend that you contact your physician. He or she should have information regarding 
the referral to the clinic.

I think I was at that clinic and didn’t get my letter. What am I supposed to do?
•  The health district has determined that the list o f address provided by the clinic is not 

complete, and that correct addresses were not provided for all patients on the list. If you are 
unsure about the location or dale o f  your procedure, conUct you insurance carrier or 
physician for addidonal information. If  you were a patient o f the center between March of 
2004 and January 11,2008 and have not received a letter, you may download it from the 
health district website at www.southemnevadahealthdistricLorg.

W ho will pay for my treatment?
•  The decision to treat you will be made by you and your healthcare provider, and that 

discussion should indude the cost and length o f  treatment.
•  A number o f  resources for medical foUow-up and treatment ate available on the health 

district website at www.SouthcmNevadaHeaIthDistrict.oig on the “Hepatitis C 
In v e s t ig a t io n ”  s e c t io n .

T estin g

If  I test posidve for hepatitis C, what does this mean for my friends and family members? Should
they also be tested?

•  Hepatitis C does not spread through casual contact, through the air, through food, or 
through touching.

•  You should be careful not to expose family tnembecs to your blood.
■ In fact, you come in contact with people that have Hepatitis C every day without knowing it, 

but are not at risk for disease transmission through casual contact.

How soon after I am infected with hepatitis C will I test positive if  I have no symptoms?
•  O n average, infected individuals will test positive widiin 8-9 weeks after exposure.
•  80% of infected individuals will test positive within 15 weeks after exposure.
•  >90% of infected individuals will test positive within 5 months after exposure.
•  >97% of infected individuals will test positive within 6 months after exposure.

How soon after I am infected with hepatitis C will I test positive if  I have symptoms?
•  The tests routinely used to identify Hepatitis C ate based on yout body’s reaction to the 

virus. This reaction takes time to develop.
■ In persons who become acutely ill, 7 o f  10 people test positive when symptoms begin, and 9 

of 10 will test positive within three months.
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Is it possible for my hepatitis C test result to be inconect? Foe example is it possible for me to be
infected with hcpadtis C, but test negative? Is it possible for me to test positive, but not really
infected with hepatitis C?

•  There arc a number o f  factors to consider in the evaluation o f test results.
•  If you are tested too soon after infection, your results may be negative despite being 

infected.
•  Although tare, tests can give incorrect results.
•  Your physician will be able to help interpret test results related to hepatitis C.

Your investigation was for Hepatitis C. Why should I be tested for Hepatitis B and HIV as well?
•  The investigation revealed practices which could have exposed patients to the blood of

another padent. Although Hepatids C was the focus o f the investigadon, Hepadtis B and 
HIV can be transmitted in the same matter as Hepatitis C.

Should I go to the emergency room?
•  No. Although you arc concerned about your health, this exposure is not immediately life 

threatening, and does not requite a visit to an emergency room.
• Emergency rooms should be used for immediate health emergencies only.

Is there more than one kind of test for hepadds C?
•  There are different tests that can be perfoimed to identify Hepadtis C. Your healthcare 

provider will be able to order to appropriate test for you, as well as help with the 
interpretadon o f  results.

Is it too late to be tested?
•  No, if you have been infected, tesdng will always be positive, even years after infection.

How soon can I be tested?
•  The tests used to identify Hepatitis C, Hepadtis B, and HIV are based on your body’s 

immune response to infection, which can take weeks to months to develop.
•  I f  they arc infected, people wilt begin to test positive after about 12 weeks, with almost all 

tesdng positive within 6 months.
•  If you are tested prior to 6 months after your exposure and are found to be negative, it is 

recommended that you arc tested again at 6 months after exposure to ensure that you are 
negative.

Could you help intetpret my test results?
•  We advise you to consult your physician as we are unable to interpret individual test results.
•  Your physidan is best prepared to explain the results o f  your test and, if needed, advise you 

of an appropriate course o f  action that takes into account your personal health history.

I f  I have tested positive for hepatids C since having my procedure, does that prove that I was
infected at the center?

■ No. Although medical tests can show that you have been infected, they cannot determine 
the source o f  the infection.
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My bicxxi test was positive for hepatitis C, but I feel fine. Do I still need treatment?
•  Youi physician will be able to advise an appropriate course o f medical monitoring and/or 

treatment based on your individual test results.

What are people who test positive for hepatitis C, B or HIV supposed to do?
•  Options for disease management and possible treatment options, as well as regular health 

monitoring, should be discussed with a physician, who can determine the appropriate next 
steps for the patient.

If  I test positive, who will know about my results?
•  In addition to your doctor and the laboratory that performed the test, by Nevada law all 

positive tests must be reported to the Southern Nevada Health District
•  Medical privacy laws prohibit any of these individuals fitom releasing information about you 

or your test results to people other than the public health authority without your consent

Are the symptoms that I am currently experiencing hepatitis C/hepadtis B/HIV?
•  We cannot diagnose any disease over the telephone. I f  you believe that you are currently ill, 

you should seek medical attention.

Can you recommend a physician?
•  No. We cannot endorse or recommend the services o f any physician.
•  A number of resources are available on the health district website at 

www.SouthemNevadaHealthDistrictorg for people with limited ability to pay.

What should I do to protect others while I am awaiting my test results?
•  D o not donate blood or plasma.
•  Avoid sharing items which may be contaminated with your blood, such as toothbrushes, nail 

clippers or razors.
•  Abstain from sexual intercourse or use a latex condom.

Where can I get tested?
•  Speak with your healthcare provider, as they will be able to refer you for testing as well as 

provide you with your results.

I am uninsured. Where can I get tested?
•  A number of resources for testing and medical follow-up are available on the health district 

website at www.SouthemNevadaHealthDistrictorg on the “Hepatitis C Investigation” 
section.

W ho is paying for all tliis?
•  At this point, the primary concern o f the health district is for the health o f the people who 

have been exposed.
•  Resources are available on the health district website for those who do not at have the ability 

to pay at www.SouthemNevadaHealthDistrictorg.
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How many eases has the health district linked to the Endoscopy Center?
•  The Southern Nevada Health District has identiHed eight acute cases of hepatitis C, and 

seven o f these can be linked to the Endoscopy Center o f  Southern Nevada on Shadow Lane. 
The eighth case can be linked to an affiliated clinic. The health district has identified 77 cases 
they are c lassif^g  as potendally linked to the clinic These patients have tested posithre for 
the virus, but have not developed an acute case o f  the disease.

How many of the 40,000 people you notified have been tested?
•  Since the February 27 nodfication, about 50,000 test panels have been ordered through local

laboratories. These do not necessarily represent the number of padents, just the number of
test panels. The health district cannot say for certain that the number o f  test panes ordered
represents everyone who has been nodfied.

The HD said that about 4 % o f people will test positive, that number is much lower.
•  The investigadon is going to take many months to complete and the health district 

anddpates that there will be more positive test results. As part o f  the investigation, 
investigators are sotting through positive results to determine which patients received 
procedures at the clinic, their risk factors to determine their potential exposure. Hepatitis C 
infection is common in the community and many patients would have been positive prior to 
their procedures.

I received a positive test result, how come I haven't heard from the health district?
•  The health district continues to receive reports o f  positive test results and is sorting through

them to determine patients who were part o f  the notification. O ur initial process included 
interviews with patients who received positive results and we are matching them to the list 
we received from the clinic, which we know is not complete. If  you were a patient at die 
clinic between March 2004 and January 11 and received a positive result, please contact the 
health district's epidemiology department at zxx-xxxx. O r I can take your name and phone 
number and send a notification to the Health District for you.

I had a procedure at the Desert Shadow Endoscopy Ccnter/Bumham, do I need to be tested?
« The health district continues to advise patients who ate concerned about dieir health to

speak with their physicians or healthcare providers about your risk o f exposure and testing. 
Your physician will be able to advise you and will be able to nrunage your health cate needs.

Why aren't you spedHcally recommending testing for patients o f  the Desert Shadow Endoscopy
Center.

•  At this time, the health district is not able to make spedftc recommendations due to 
incomplete information. The clinic was closed when the acute case was reported and the 
health district was not able to inteiview su ff  or observe clinic practices.

•  Due to the lack o f  documentation, the health district encourages patients to discuss their 
concerns and risk o f  disease with theii physidan or healthcare provider and to pursue testing 
for hepatitis C, B and HIV if they arc concerned. A source o f  disease transmission has not 
been determined.
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Why aren't you sped6cally recommending testing for patient?
•  Prior to making a decision tegar<£ng a patient recommendadon or noriticadon, it is 

important that die health district have all o f  the necessary informadon.
•  Thousands o f  boxes o f  clinic files were collected by the Metropolitan Police Department 

and informadon only became properly sorted out and available to bodi Metro and the health 
district recently.

•  At this rime, the health district is not able to make specific recommendations based on 
incomplete information. The clinic was closcd when the acute case was reported and the 
health district was not able to observe unsafe practices, such as the reuse o f  syringes, and the 
source o f  disease transmission cannot be determined.

■ If  additional information becomes available, the health district will continue its investigation 
and revise recommendations to patients as appropriate.

■ The health district is encouraging padents o f  die Desert Shadow clinic to speak with their 
physicians or health care provider about their concerns and their risk of exposure.

If  you knew one person got sick, how come you are not advising they get tested?
•  At this time, the health district is not able to make spedHc recommendations based on 

incomplete information. The Desert Shadow clinic was closed when the acute case was 
reported, the health district could not observe clinic practices, and the source o f  disease 
transmission cannot be determined.

•  If additional information becomes available, die health distnct will continue its investigation 
and revise recommendations to patients as appropriate.

I did not get my notification letter and I know I was a patient
•  The health district will be sending a letter to patients o f  die Desert Shadow clinic to advise 

them about the findings o f  the investigation as well as informadon about the Hepatitis C 
Exposure Registry.

•  There is no way verifying that the patient list from the Desert Shadow clinic is complete. If 
you were a patient at the clinic and did not receive a letter or have a question about the 
registry, visit the health district website, www.SoudiemNevadaHeaIthDistrictorg.

D o I need a letter to get tested?
•  As widi any lab testitig, you will need an order from your physician that you must bring to 

the lab. The health district does not provide lab orders for testing. You should contact your 
physician about testing.

I was a patient at the Burnham Ave. cUnic and 1 want to get tested, but I don't have a primary care
doctor or insurance. What should I do?

■ The Southern Nevada Health District website has a list o f resources available 
www.SouthemNevadaHealthDistrict.org.
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W hat if I was a padcnt at one o f the othec clinics? Do I need to get tested?
•  The health district recommends that patients who ate concerned about their health, have 

questions about hepatitis C or ate worried about potendal exposure should speak with iheit 
physician or health care provider.

•  The health district has not received any reports o f illness at other affiliated clinics or 
ambulatory surgical centers. I f  you have questions or ate concerned about a possible 
exposure to hepatids C, you should contact your physician or health cate provider.
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Will the health district nodfy me if my tests are posiuve?
•  You will receive your test results from the physician or healthcare provider who ordered 

your lab tests. The health district will not contact you to provide test results.

e;
B lood Donation
I donated blood recently - don't they test my blood for hcpadds C?

•  Donated blood and plasma ate screened for HIV, Hepadds B, Hepadtis C. and a number of 
other viruses.

How good is the blood test used by blood donadon centers? i
•  The hepadds C test used by blood donadon centers is only a screening test to eliminate 

hepadds C virus from the nadon's blood and plasma supply.
•  A posidve finding for hepadtis C should be followed up with addidonal tesdng to confirm

the screening test results. ^

I f  I already have one o f  the diseases, do I need to be tested again?
•  It is recotnmended that persons be tested for Hepadds B, Hepadds C, and HIV. Although 

you do not need to be tested for die virus with which you ate infected, it is recommended 
that you ate tested for infection by the other two.

(
Hesdlhcarc Provider Inform ation
As a medical professional, how do I report a case o f disease?

•  Contact the Southern Nevada Health District.
•  Report acute hepadds B or C cases to the Office o f Epidemiology by phone at xxx-xnoc.
■ Report chronic hepadds B or C cases to the Office o f Epidemiology by fax at xxx-xxxx.
•  Report HIV or AIDS cases to the Office o f HIV/AIDS by phone at xxx-xxxx, or by fax at 

xxx-xxxx.

I am a physician. Can you help me interpret the test results for a padent?
•  Informadon on die tesdng process, including the recommended tests to order and their 

interpretadon is available in a technical buUedn distnbuted by the healdi district endded 
“Hepadds C Exposure at a Medical Clinic”.
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I am a doctor and have a patient in my office with yout letter. Which tests should I order?
•  Information on the testing process, including the recotnmended tests to order and their 

interpretation is available in a technical bulletin distributed by the health district entitled 
“Hepatitis C Exposure at a Medical Clinic".

•  If  you have not received this bulletin, is available on the health district website 
(www.southemnevadahealthdistrict.otg) on the “Hepatids C Investigation” section.

Legal Concerns

Should I sue?
•  We cannot provide you with legal advice

D o I have a legal claim if  I'm infected?
•  We cannot provide you with legal advice

Can you recommend a lawyer?
•  We cannot endorse or recommend the services o f  any lawyer or law firm

I am a lawyer and would like to rcpccsent victims in a lawsuit. Will you pass my contact information
along?

• No. We cannot endorse o t recommend the services o f  any lawyer.

I am a lawj'er and would like specific information on the invesdgation. How do I obtain it?
•  The final report o f  the investigation will be available approximately three months after the 

investigation is completed. You may request it at that time.

I saw on the news that a lawsuit was filed. How do I become part o f  that suit?
•  The health district is not involved in any pending litigadon and cannot provide information 

on any ongoing lawsuits.

Isn’t this against the law? Has there been any type o f crime committed here?
• Quesdons about the criminal culpability o f  the facility or any individual ate beyond the scope 

o f  this investigation, which focused on the public health aspects o f disease transmission. 
When the investigation is completed, our findings will be made available to the appropriate 
authorities so that they can make that determination.

Is this physician negligence o t malpractice?
• Questions about the civil liability o f the facility or any individual are beyond the scope o f  this 

investigation, which focused on the public health aspects o f  disease transmission.

Is there a victim compensation fund?
• No, not at this rime.
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I have been instiucted to contact the SNHD to become part o f an action/lawsuit against the 
Endoscopy C cn in  o f  Southern Nevada.

•  The Southern Nevada Health District cannot sue to collect damages on behalf o f  individual 
patients. 11 is recommended that you consult with an attorney if you have any questions 
about making a claim against the Endoscopy Center o f Southern Nevada or its physicians.

M edia Inform ation
I am a reporter and would like to interview someone about this. How do I get in touch with 
someone to interview?

•  For questions about the investigation, hepadtis C, lab tesdng, or the nodficadon of padents, 
conuct the Southern Nevada Health District Public Information Office at xxx-xxxx

•  For quesdons about facility inspections and oversight, contact the Nevada State Health 
Division PIO  at xxx-xxxx.
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Appendix H

News Releases
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MEDIA ADVISORY 
Februaiy 27,2D0S

Southern Nevada Health District to issue patient notifications

W HO The Southern Nevada Health District and the Nevada State Health
Division/Bureau of Licensure and Certification.

W HAT The Southern Nevada Health District and its partners will hold a news
conference to discuss a large-scale patient notification in relation to an 
uivestigation.

WHEN 1p.m ., Wednesday, Febniary 27,2008

WHERE Southern Nevada Health District
Auditorium 
625 Shadow Lane 
Las Vegas, NVB9106

-30-
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FOR IMMEDIATE RELEASE 
Febniary 27,2008

Health District notifies patients of potential exposure to hepatitis C 
urges testing for approximately 40,000 patients

LAS VEGAS -  The Southern Nevada Health Disbict announced it is notifying approximately 40,000 
patients of a local medical clinic about potential exposure to hepatitis C following an investigation of 
several acute cases of the ilbiess. Patients who had procedures requiring injected anesthesia at the 
Endoscopy Center of Southern Nevada, located at 700 Shadow Lane, Las Vegas will begin to receive 
letters this week. The health district's notification includes patients who had procedures at the clinic 
between March 2004 and January I t ,  2008, and recommends they contact their primary care physicians 
or health care providers to get tested for hepatitis C as well as hepatitis B and HIV.

The health district identified a cluster of tiuee acute cases of hepatitis C in January 2008 and has 
identified a total of six cases to date. Hepatitis C infections must be reported by medical providers and 
latmratories in Nevada and the health district typically receives reports of approximately two cases of 
acute hepatitis C aimually. Free of the cases had procedures requiring injected anesthesia on the same 
day. F lo w in g  a joint investigation with the Nevada State Bureau of Licensure and Certificab'on (BLC) 
and with consultation from the Centers for Disease Control and Prevention, the health district 
determined that unsafe i i ^ t i o n  practices related to the administration of anesthesia medication might 
have exposed patients to the blood of other patients. The exposures did not result from the medical 
procedures peiformed.

The joint investigation identified the re-use of syringes (not needles) and the use of single dose vials of 
anesthesia medication on multiple patients as the potential sources of contamination. The clinic took 
cotreclive action when notified by staff conducting the investigatioa

When cases were identified the health district notified the Nevada State Health Division, Bureau of 
Licensure and Certification. The ettdoscopy center holds an ambulatory surgical center license with the 
state and licensing regulations require a surgical center to maintain systems for quality assuraiKe and for 
the governing body to oversee the effectiveness of those systems. The licensing inspection focused on 
rapid identification of deficient regulatory practices that were brought to the immediate attoition of the 
center for correctioa The surgical center has been issued a formal Statement of DeficietKles relating to 
both state licensing requirements and federal regulations for Medicate certification. The center has 
responded with a written of Correction. The bureau will conduct additional on-site inspections to 
determine that the center continues to implement and maintain its corrective action plan.

(more)
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Health District/Hepatitis C Notification -  add one

"Based on the information we discovered during our investigation it appears the injection practices that 
can lead to the transmission of hepatitis C  and other bloodbome infections have been occurring at tiiis 
clinic for several years. We are recommending all patients during this timeframe to get tested because we 
cannot determine which patients may have been exposed," said Dr. Lawrence Sands, chief health officer. 
"Hepatitis C is a serious medical condition and infected patienis may not have outward symptoms of the 
disease for many years As a precaution, and in order to take appropriate steps to protect their health, it 
is important for these patients to get tested and for anyone with the illness to seek medical treatment," 
Sands said. -

H ie healUi district is also recommending patienb get tested for hepatitis B and HIV, as botii of these 
diseases can be transmitted through the same unsafe injection practices identified as the likely source of 
transmission. However, the risk of transmission of hepatitis B and HIV is lower, and no associated cases 
of hepatitis B or HIV have yet been identified. The prompt identification of these infntions is important 
as there are treatment and/or medical management options available.

Eighty percent of people infected with hepatitis C will have no signs or symptoms. In acute cases, there 
is a ctearly defined onset of symptoms, that may itKlude loss of appetite, stomach p a la  nausea, vomiting 
and sometimes jaundice (a yellowing of the skin or Uie whites of the eyes). Individuals with chronic 
hepatitis C vuus and HIV infections typicaDy are asymptomatic for many years and are often not aware 
Uiey are infected. Persons with chronic hepatitis C inf^tion may have the disease for many years 
without symptoms before more severe liver disease develops.

Approximately 2 percent of the general population will test positive for hepatitis C and based on the 
average age of the patients at the clinic, it is expected that approximately 4 percent will test positive as 
many people have contracted the virus th ro u ^  other sources. Hepatitis C is more common among 
people who received bkxxl transfusions or organ transplants prior to 1992 and intravenous drug users, 
therefore, it will not be possible to determine if patienis who test positive were infected at the clinic.

The risk to the general population is very low as hepatitis C is not spread by casual contact or in typKal 
school, work or food service settings. It is not spreaid by coughing or sneezing or by drinking from the 
same glass used by someone who is infected. The role of person-to-person contact or sexual activity is 
not well u ndersto^  at this time.

The Southern Nevada Health District has posted additional information on its website at 
www.SouthemNevadaHealthDistrktorp. In addition, the health district has set up a hotline at 
(702) 759-4636 (INFO) for people with questions about this notifkration or hepatitis C

-30-
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FOR IMMEDIATE RELEASE 
February 29,2008

Health District reiterates exposure infonnalioii

LAS VEGAS -  The Southern Nevada Health District is reiterating the unsafe injection procedures 
identified as tlie likely source of the potential exposure of more Uian 39,000 patients of the Endoscopy 
Center of Southern Nevada to hepatitis C involved the reuse of syringes on one patient combined with 
the use of single dose vials of anesthesia medication on multiple patients.

The Southern Nevada Health District is responsible for receiving reports of illness and related 
investigations. The Nevada State Health Division, Bureau of Ucensure and Certification is the agency 
responsible for licensing medical facilities m Nevada.

-30-
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FOR IMMEDIATE RELEASE 
Match 10,2008

Health District website updated regarding hepatitis C investigation

LAS VEGAS -  The Southern Nevada Health District has updated ils website with current information 
for patients r e g ^ in g  the hepatitis C investigation. The information can be found on the home page of 
the health district's website: ww^v.SouthernNevadaHeaithDistrict.ofg. The hotline is (702) 759 4636 or 
759-INFO.

The health district continues to update its frequently asked questions as well as information from our 
community partners under Resources and Announcements from Community Partners, itKluding iab 
information and links. A health caie providers page has been updated with technical ii\formation for 
requesting lab work for patioits.

The health district continues to update ils websile as information becomes available:

f
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FOR IMMEDIATE RELEASE 
M uch 18. ZOOS

Health District advises of a seventh acute hepatitis C case

LAS VEGAS -  The Southem Nevada Health District has preliminary information regarding an acute 
case of hepatitis C in a patient who received a procedure at the Desert Shadow Endoscopy Center at 4275 
Burnham Avenue in Las Vegas. The health district is continuing its investigation of the potential case 
and will determine its next steps based on that investigatiorL

The seventh identified case was diagnosed in 2006, but never reported to the health district Based on the 
prelimmary investigation the patient had been Issied for hepatitis C, as part of a routine health 
screening just prior to undergoing the procedure at the endoscopy center and the test was negative. The 
patient was diagnosed with acute hepatitis C several weeks after the procedure and within the 
incubation period for developing the Illness. The health district advised the Clark County Commission 
of the potential case as tiie commission considered extendirtg the limitations on the clinic's business 
license.

'O u r investigation is continuing regarding this potential case and we currently do not have enough 
ii\formation to determine what type of notification is required," said Dr. Lawrence Sands, chief health 
officer. "We advised the Commission because we believe it is important information and should be taken 
into consideration as (he diruc's business license is debated." The patient recewed a procedure at the 
location in June 2006.

The healtii district is stressing this is an ongoing investigation and further information is needed in order 
to determine the extent of the patient notification. Patients who are concerned about procedures at other 
clinics should discuss their need for testing with tiieir personal physician.

"Our goal is to notiiy patients that may have been exposed to bloodbome illnesses in a timely manner. 
However, we need to review clinic records in order to determine how many patients may have been 
exposed due to unsafe i i ^ t io n  practices. We will continue to make informed recommendations to the 
public based on identified risk, verified by the Gndings of our epidemiologic investigations," said Dr. 
Sands.

The Southem Nevada Health District contirmes to update information on its website, irKluding patient 
and physician information at www.SouthemNevadaHealthDistrk:Lor^ In addition, the health district 
has set up a hotline at (702) 759-4636 (INFO).
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FOR IMMEDIATE RELEASE 
March 27,2008

Health D istik t reports inaease in positive lab results of hepatitis C

LAS VEGAS -  The Southern Nevada Health District is reporting an increase in positive laboratory 
reports of hepatitis C  Typically the health district receives 20 to 40 positive reports daily. Recently the 
daily report totals have exceeded 150. These higher numbers were expected based on increased rales of 
testing and the background rale for the disease.

The health district has finalized a survey tool for interviewing patients and will be begin contacting 
patients this week. Piilients who had procedures requiring injected anesthesia at the center in January 
will have to wait six months from their procedure date to be tested and therefore the interview process 
will take several months to complete.

Considerations of the investigation include:

• The patient list recened by the health district was incomplete and part of the interview process 
will include identifying patients who had procedures at the endoscopy center.

• Approximately 4 percent of the clinic population would have been previously infected with 
h ^ U t is  C and laboratoiy testing cannot distinguish between recent and older infections.

• Because many of the newly reported infections may have been acquired years previously it may 
not be possible to determine the source of the infection.

•  The evaluation of acute hepatitis C infections involves examining a patient's risk for six months 
prior to the onset of symptoms. The evaluation of chronic hepatitis C infections invohres 
examining a patient's risk over the couise of their lives.

• The health district routinely investigate acute hepatitis B and HIV cases, however, the risk of 
acquiring either of these two inflections is thought to be much lower for persons possibly exposed 
at the clinic.

•  A set of criteria is being developed for evaluation of risk factors in order to classify cases based 
on their likelihood of exposure at the clinic.

As the health district begins to compile results from the interview process reports will be available and 
posted to the website at mvw.SouthernNevadaHealthDistricLorff.

-30-
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WHAT

Media Advisory 
April 11,2008

Southern Nevada Health District to host special hepatitis C conununity event, Saturday, April 19

WHO The Southern Nevada Health District is hosting a community forum about hepatitis C

The event includes two panel discussions (9 a.m. -10:45 a.m. and another 1 p.m. -  245 
p.m.); each panel will cover the same topics. Information booths will be available 
throughout the day.

Topics for the panel discussion include an overview and update on the outbreak 
investigation, an overview of hepatitis C  emotional support information, life with 
hepatitis C. legal aspects and a general discussion with questions and answers.

Scheduled speakers inchide:

Dr. Lawrence Sands, Southern Nevada Health District chief health officer 
Brian Labus, Southern Nevada Health District senior epidemiologist 
Dr. Robert Gish, Physician Foundation at California Pacific Medical Center liver 
transplant program
Dr. Tom \fcKnight, HONOReform (Hepatitis Ouibrealc I'bHonal Organization for Refonn) founder 
and private practice physician 
Dr. Evelyn McKnighfc HONOReform, founder 
Kathleen Risdon, Bridge Cotmseling social worker 
Robert Correales, UNLV Boyd School of La w

WHEN 8:30 .am. -  3 p.m., Saturday, April 19,2008

WHERE Southern Nevada Health District
Auditorium 
625 Shadow Lane 
Las Vegas, NV 89105

-30-
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TOR IMMEDIATE RELEASE 
April 21,2008

Health District advises of an eighth acute hepatitis C case 
Snmith tied to Endoscopy Caiter ofSoutlum Nevada

LAS VEGAS -  The Southern Nevada Health District has identified an additional case of acute hepatitis 
C in a padent who underwent a procedure at the Endoscopy Center of Southern Nevada, 700 Shadow 
Lane. This additional case brings the total number of acute hepatitis C cases associated with this 
outbreak to eight and it is the seventh linked directly to the cli^c.

The eighth case underwent a procedure at the clinic in June 2005 and developed symptoms of acute 
hepatitis C nine weeks after the procedure. The patient had no other repotted risk fv tors for the illness 
and has siiKe recovered.

"Our investigation into this case will continue and we will continue to work to identify additional dates 
when disease transmission occurred. We believe that since thU patient underwent a procedure in 2005, 
our investigation and notification of patients who visited the clinic as early as March 2004 appears well 
founded,” said Dr. Lawrence Sands, chief health officer.

The health district's investigation is ongoing and it continues to receive more than 150 reports of positive 
hepatitis C cases daily. Typically, the health district receives 20 to 40 positive reports daily. The higher 
numbers are expected based on increased rates of testing and the background rate of the disease.

Interviews of patients of the Endoscopy Center of Southern Nevada who have tested positive for 
hepatitis C have begun. Patients who had procedures requiring injected anesthesia at the center in 
January will have to wait six months from their procedure date to be tested and therefore the interview 
process will take several months to complete.
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Health District advised of eighth acute case -  add one

Considerations of tfie investigation itKhide;

■ The patient list received by the health district was incomplete and part of the interview process 
will include identifying patients who had procedures at the endoscopy center.

• Approximately 4 percent of the cliruc population would have been previously infected with 
hepatitis C and laboratory testing caraiot distinguish between recent and older infections.

■ Because many of the newly reported infections n ay  have been acquired years previously it may 
not be possible to determine ^  source of die infection.

• The evaluation of acute hepatitis C infections involves examining a patient's risk for six months 
prior to the onset of symptoms. The evaluation of chronic hepatitis C infections involves 
examining a patient's risk over the course of their lives.

• The health district routinely investigates acute hepatitis B and HIV cases, however, the risk of 
acquiring either of these two infections is th o u ^ t to be much lower for persons possibly exposed 
at the clinic

• A set of criteria has been developed for evaluation of significant risk (actors in order to classify 
cases based on their likelihood of exposure at the clinic.

"It is important to note that this is an ongoing investigation that will lake some Ume to complete," said 
Sands. "I am encourage that people are getting tested and patients who are coiKemed about 
procedures at other clinics should discuss their rwed for testing with their personal physiciaa '

In March, the Southern Nevada Health District reported diat it identified an acute case of hepatitis C m a 
patient who received a  procedure at the Desert Shadow Endoscopy Center at 4275 Bundiam Avenue in 
Las Vegas. The health district is continuing its investigation of this case and will determine its next steps 
based on that investigation. This seventh identified case was diagnosed in 2006, but never repotted to 
the health district

The Southern Nevada Health District continues to update information on its website, including patient 
and physician informatkin at www.SouthemNevadaHealthDistrictore. In additioa the health district 
has set up a hotline at (702) 759-4636 (INFO).
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FOR IMMEDIATE RELEASE 
May 8, 200s

Health District identifies 77 potential clinic-associated infections

LAS VEGAS -  The Southern Nevada Health District has identified 77 potential clinic-associated 
hepatitis C infections during its continuing investigation into the outbreak associated with the 
Endoscopy Center of Southern Nevada, 700 Shadow Lane. There have been a total of eight acute 
hepatitis C cases associated with the ou&reak, seven of which can be linked directly to the Shadow Lane 
clinic. To date, the health district has interviewed approximately 400 people who received positive test 
results and were patients at the clinic between March 2004 and January 11,2008.

Since the initial patient notification February 27, approximately 50,000 test panels have been ordered 
through local labs; however, this number represents the number of tests ordered and not the number of 
patients who have been tested. The health district cannot say for certain that the number of test panels 
represents everyone who recehred a notification.

"Because the patient list we received was not complete, we cannot say for certain if all of the affected 
patients have been tested," said Dr. Lawrence Sands, chief health officer. "The health district continues 
to receive a higher number of positive test results than we did before the notification in February, which 
means people are getting tested and that is a positive outcome." In the coming months, patients who 
underwent procedures at the end of 2007 or early 2008 will need to be tested at a later date because it can 
t:d(e as long as sue months for a positive test result to occur. Negative test results are not reported to the 
Southern Nevada Health District

Health district investigators continue to sort through positive test results to determine which patients 
received procedures a t the cliiuc, what prior risk factors they have to determine potential exposure, and 
which results are duplicates or retests. It is possible that some patients are tested regularly as part of 
ongoing management of their chronic medical conditions. The evaluation of chronic hepatitis C 
infections involves examining a patient's risk over the course of their lives. The evaluation of acute 
hepatitis C infwtions involves examining a patienf s risk for six months prior to the onset of symptoms.

To evaluate patients' risk factors and to determine if their infection is related to the clinic, a set of criteria 
has been developed to classify cases based on whether diey are chronic or acute cases. In addition, 
classificab'ons atou t the likelihood that the patient was exposed at the clinic have also been developed to 
help investigators better understand patient risk factors prior to having a procedure at the clinic.
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"We anticipate that this investigation is going to take many months to complele and we will likely see 
additional positive test lesulis that could be associated with the cliiuc," said Sands.

Approximately 4 percent of the clinic population would have been previously infected with hepatitis C 
and laboratory testing cannot distinguish between recent and older infections. Because many of the 
newly reported infections may have been acquired years previously it may not be possible to determine 
the source of the infKtion.

In addition to the recommendation to get tested for hepatitis C, the health district advised patients to get 
tested for hepatitis B and HIV. To date, there have been no acute hepatitis B cases or an iiKrease in HIV 
infection rates associated with the clinic or the outbreak, th e  health district routinely investigates acute 
hepatitis B and HIV cases, however, the risk of acquiring either of these two inf«tions is thought to be 
much lower for persons possibly exposed at the clinic.

The health district continues to update its website as resources and information become available, 
www.SouthernNevadaHeailhDistrictof^. For additional information, patients can contact the helpline, 
(702) 759-4636 (INTO).

-30-

Health Disbkt identifies 77 potential infKtions -  add one
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FOR IMMEDIATE RELEASE 
June 5,2008

H ealth District concludes Desert Shadow  Endoscopy Center investigation, 
announces im plem entation of a H epatitis C Exposure Registry

LAS VEGAS - The Southern Nevada Health District has concluded its investigation into the 
acute case of hepatitis C associated w ith  the Desert Shadow Endoscopy Center, formerly located 
a t 4275 Burnham Avenue, Suite 101, based on the information and records that are currently 
available. While it has been determ ined this acute case is linked to the center there is not 
sufficient information at this time to determ ine the likely source of disease transmission.

Patients of this clinic are eruxiuraged to discuss their risk for dia»a»a» transmission with their 
physician and to pursue testing for hepatitis C, hepatitis B and HIV if they are concerned. The 
health district has obtained a  list of patients from this clinic kxration and, while there is no way 
of determining the completeness of the list a t this time, a  letter outlining the investigation 
findings and current recommendations will be sent to the available list of patients.

"It is unfortunate w e are not able a t this time to conclusively determine the route of disease 
transmission that lead to this patient's infection," said Dr. Lawrence Sands, chief health officer 
for the health district

"While we are unable to make a  specific recommendation based on documented unsafe 
injection practices, such as those that occurred at the Endoscopy Center o f Southern Nevada, we 
are stressing it is im portant for patients to  know their infection status and work proactively 
with their physicians to manage their health," said Sands. The Southern Nevada Health District 
estimates that more than 13,000 patients were treated a t the Desert Shadow clinic since it 
opened approximately two years ago.

A  clinic staff person was observed reusing single use vials of propofol a t this facility during an 
inspection by the Slate Health Division Bureau of Licensure and CertiRcation in January 2008, 
and propofol logs provided furdier documentation the bottles of anestiiesia w ere reused on 
multiple patients. However, staff has not been able to docum ent the reuse of syringes because 
this clinic location w as closed prior to the identilication o f the associated acute case.

The acute case of hepatitis C tiwt lead to further investigation o f tiie Burnham clinic was self- 
reported to Uie health disti^ict by the patient in March 2008. Laboratory tests docum ent this 
person tested negative for hepatitis C  days prior to undergoing a  procedure a t the Desert 
Shadow Endoscopy Center and later developed an acute infection. Seven additional cases are

(more)
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Bumham clinic recommendation/registry -  add one

associated with the Endoscopy Center of Southern Nevada. This cliruc was the sulqect of the 
initial investigation and the identificaUon of unsafe injection practices lead to the notification of 
more than 40,000 patients of their potential exposure to bloodborne illnesses.

Hepatitis C Exposure Registry
The health district is announcing the im plem entation of a Hepatitis C  Exposure Registry in 
order to gather additional information related to patients o f both the Endoscopy Center of 
Southern Nevada and the Desert Shadow Endoscopy Center. The registry was developed to 
assist in the identification of patients w ho had p ro c ^ u re s  a t the clinics, including those who are 
infected with the hepatitis C  virus, and will allow those patients w ho have tested positive the 
opportunity to leam  their case classification. The registry will also include sections to allow 
patients to report on possible hepatitis B or HIV infections.

The health district will be m ailing enrollment forms to patients of botii these clinics and 
encouraging patients to enroll in the registry. Registry ii\formation and enrollment forms are 
available on tfie health district's w ebsit^  www.SoulhernNevadaHealthDistrict.or^. In addition, 
enrollment forms will be available a t the health district's public health centers or patients can 
contact the hepatitis C helpline at (702) 759-4636 to request a form.

"There are many patients we have not been able to locate during this outbreak because cliruc 
records were not complete," said Sands. "W e are encouraging patients to eru-oll in the registry 
so w e can continue to identify people w ho were exposed a t the clinics. This ir\formation wilt aid 
in our continuing investigation and may allow us to make additional recommendations to 
patients of the clirucs."

Since the initial notification 77 additional cases of hepatitis C infection have l)een identified as 
potentially liid^ed to the Endoscopy Center of Southern Nevada. Participation of clinic patients 
in the exposure registry will allow the health district to classify additional cases of infection that 
may be associated with these clinics.

The health district continues to update its website as resources and information become 
available. For additional infbrmation, patients can contact the helpline, (702) 759-4636 (INFO).

####
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FOR IMMEDIATE RELEASE 
July 24,2008

H e a lth  D is tr ic t id e n tif ie s  sou rce  cases fo r  h ep a titis  C  o u tb re a k  
Exposure Registry includes 6,000 emoUees

LAS VEGAS -  The Southern Nevada Health [)istrict has identified two source cases related to the 
hepatitis C outbreak a t the Endoscopy Center of Soutfiem Nevada, 700 Shadow Lane. One patient had a 
procedure on July 25,2007, and the other on September 21,2007. These are the dates that disease 
transmission w as known to occur. An additional chronk; (non-acute) case of hepatitis C infection has 
also been linked to the September 21 source case. The health distrkrt can now link a total of eight 
hepatitis C  cases directly to the Endoscopy Center on Shadow Lane and one acute case to the Desert 
Shadow Endoscopy C w ter, 4275 Burnham Avenue.

As part of the investigation, genetic testing was performed to determine if the hepatitis C cases on these 
two days are linked. The testing and results o f the epidemiologic investigation allowed the health 
district's epidemiology team to positively identify two individuals as the source cases among clusters of 
patients w ho underw ent procedures on the same dates. Samples were tested by the Centers for Disease 
Control and Prevention (CDQ.

“These results will help us to better understand how the disease was transmitted on those days and 
supports the initial findings of our investigatirai," said Dr. Lawrence Sands, chief health officer. "It is 
im |» rtan t for u s to remember that this outbreak is not the result of any actions on the part of the 
patients, bu t it is the result of unsafe practices by the staff of these clinics."

The health district previously reported the identifkation of 77 cases of hepatitis C  infections that are 
considered potentially associated w ith the Shadow Lane clinic. These patients had  different procedure 
dates, and the health district will not be able to perform genetic testing for these cases because fliere is no 
identified source for comparison. N o additional cases have been identified in the investigation of the 
acute case related to the Burnham Avenue clinic, and a  source case cannot be identified. This patient was 
diagnosed in 2006 and the case was not reported to the health district until March of this year.

In June, die health district announced the development of the Hepatitis C Exposure Registry. The 
registry w as developed to assist in the identification o f patients w ho had procedures at both clinks, 
including those w ho are infected w ith the hepatitis C  virus, and allows patients w ho have tested positive 
to learn their case classification. To date, the health district has received 6,000 completed enrollment 
forms for the Hepatitis C  Exposure Registry.

"We are very etKouraged by participation in the registry," said Sands. "Patients are providing us with 
im portant information about their procedures, their test results, and health status. The registry will allow 
us to identify additional cases or exposures at either cliruc."
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In early June, former patients of the Endoscopy Center of Southern Nevada and the Desert Shadow 
Endoscopy Center were notified by mail about the developm ent of the Hepatitis C  Exposure Registry. 
Patients who wish to enroll in the registry can obtain forms a t any public health center location or 
dow nload from the health district website.

Health District IDs source cases -  add one

For additional information, visit wwwSoulhernNevadaHealthDistrict.org or call the hotline, (702) 759- 
4626.
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FOR IMMEDIATE RELEASE 
O ctober 23,2008

H ea lth  D is tr ic t id e n tif ie s  105 p o te n tia l c lin ic -asso c ia ted  h e p a titis  C  in fec tions

LAS VEGAS -  The Southern Nevada Health District has classified 101 cases of chronic hepatitis C 
infection as possibly associated w ith the Endoscopy Center of Southern Nevada, 700 Shadow Lane, and 
four cases possibly associated w ith the Desert Shadow Endoscopy Center, 4275 Burnham Avenue. The 
num ber of hepatitis C  cases directly linked to the clinics remains at nine.

To date, the health district has received 7331 Hepatitis C  Exposure Registry enrollment forms since ils 
implementation in June. Information received by contacting patients with positive laboratory reports 
and patients w ho were part o f the case investigations were also entered into the registry database.

Laboratory confirmed patients w i*  verified procedure dateSy no identified risk factors and no history of 
positive laboratory reports were classified as "possibly associated." The health district classified 35 
laboratory coidirmed cases as "indeterm inate" if the patient reported having one or more of the risk 
factors associated with hepatitis C  infn tions. This claissification does not rule ou t possible i n f ^ o n  a t the 
clinic. However, the health district catuiot make any further determination because of the presence of 
o ther likely sources of infection.

The evaluation of chronic hepatitis C  infections involves examining a patient's risk over a  lifetime. The 
evaluation of acute hepatitis C infections involves examining a patient's risk for su( months prior to the 
o ruet of symptoms. To evaluate patients' risk factors and to determine if their ir\fKtion was related to 
the clinic, the health district developed a set o f criteria to classify cases based on whether they were 
chronic or acute. In addition, classifications about the likelihood that the patient was exposed at the clinic 
w ere developed to iielp investigators better understand patient risk (actors prior to having a procedure 
a t the clinic.

"The registry, the interviews, and the criteria developed to identify and classify cases provided the 
investigators w ith im portant information to help us better understand the scope of this outbreak. This is 
the largest disease investigation tfiat our health district has undertaken and we recognize the importance 
o f sharing these results w ith the com m unity," said Dr. Lawrence Sands, chief health officer. "The 
identifkation of these additional cases as well as the identification of the source cases from July and 
September reinforces our longstanding recommendation for patients of the clinic to get tested for 
possible infections."
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In July, the health district reported that it identified two source cases related to the Endoscopy Center of 
Southern Nevada outbreak. One patient had  a procedure on July 2 5 ,2007, and the odier on September
21,2007. These are the dates that disease transmission was known to occur.

Results of goietic testing allowed the health district's epidemiology team to positively identiiy the two 
individuals as the source cases am ong clusters o f patients w ho underw ent procedures on the same dates. 
Samples were tested by the Centers for Disease Control and Prevention (CDQ.

Information about the hepatitis C  outbreak, including the health district's Interim  Report on the 
outbreak, is available on the website, www.SouthemNevadaHealthDistrict.org.

-30-

Health District Identifies 105 Cases - add one
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Office of Epidemiology
Phone 702.759.1300 

fax 702.759. M M

Technical Bulletin F=ebruary 27, 2008

Hepatitis C Exposure at a Medical Clinic
C u rren t S ituation
Earlier today, the Southern Nevada Health District 
began contacting dose to 40,000 Southern Nevada 
residents to recommend that they visit their primary 
care provider to lae tested for hepatitis C, hepatitis B, 
and HIV due to exposures resulting fixim unsafe in
jection practices. In an attempt to reach patients for 
wtKHTi current addresses were not availaljle, the 
health district held a press conference in conjunction 
with the Nevada State Health Dlvisbn and its Bureau 
of Licensure and Certification. Please be advised that 
you may be contacted by your patients after they 
receive a notification letter or learn about the expo
sure through their media.

In early January, the health district began investigat
ing a cluster of hepatitis C cases who had reported 
undergoing procedures at the Endoscopy Center of 
Southern Nevada, located at 700 Shadow Lane, Las 
Vegas. The investigation Identified the use of unsafe 
Injection practices related to tiie administration of 
intravenous anesthetic that could result In the trans
mission of bloodbome pathogens among the clinic's 
patients. Although these practices have since been 
corrected, these were the prevailing practices of the 
dinic for an extended peri^ of time. With consulta
tion from the Centers for Disease Control and Pre
vention (CDQ, the healtii district detennined that 
patients seen at the dinic between March of 2004 
and January 11, 2008, and had procedures per
formed which required administration of intravenous 
anesthetic, should be notified of the exposure risic 
and the recommended for hepatitis C, hepatitis B, 
and HIV testing.

The number of people who were infected as a result 
of dinic practices cannot be determined. The recom
mendation for testing Is based on the identification of 
an increased risk for exposure to bloodbome patho
gens. Even in acute cases, it is not possible to deter
mine the source of infection for an individual patient 
fit)m Uie results of available laboratcry testing.

It Is expected that a significant number of patients 
were inflected prior to undergoing procedures at the 
dinic. Based on national statistical data for popula

tion prevalence of disease it is estimated that:
• About 4% of patients may be previously infected 

with hepatitis C
• Less than 0.5% of patients may be previously 

infected wWi HIV
• About 0.5% will show evidence of cunient infec

tion witii hepatitis B and about 5% will show past 
hepatitis B infection.

HIV or hepatitis seroconversion may take up to 6 
months. The date of the patient's most recent proce
dure perfonned at tiie center shoukl be used to iden
tify the best timing for testing. Initial negative tests 
p^ormed prior to the 6 month seroconversion win
dow may have to be repeated.

Patient Com m unication
Although the cases under Investigation have been 
linked to only one particular dinic, it is not unreason
able to expect patients who had undergone proce
dures at different dinks to request testing. The 
health district is not recommending the routine test
ing of any other group of patients. However, testing 
shouki be ordered if indicated because of illness or 
based on your risk assessment of an individual pa
tient

The Southern Nevada Health District has established 
a hotiine for patients at (702) 759-INFO. Patients can 
also obtain information from the healUi distrkt web
site at http://www.southemnevadahealthdistrictorg. 
The health disbict has identified resources for pa- 
ti'ents without insurance or access to a physknan, and 
information on this topic can be obtain^ on ti^ 
website.

D isease Reporting
Per Nevada Admlnistrati've Code 441A, all known or 
suspected cases of hepatitis C, hepatitis B, and HIV 
must be repotted to the Southern Nevada Health 
District As it is important to Uie ongoing investiga
tion, please report acute hepatitis cases by phone at 
(702) 759-1300, option #2. This number Is available 
24-hours, seven days a week. Due to the expected 
high volume of calls, please report all non-acute 
(chronic) hepatitis cases by ̂  at (702) 759-1414.
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Technical Bulletin; Hepatitis C Exposure at a Medical Qinic February 27, 2008

Please report all HIV cases to the office of HIV/AIDS 
at (702) 759-0702.

Laboratory Testing Recom m endations
Because screening For blood borne pathogens in an 
asymptomatic population may result in false positive 
test results, the CDC and the health district are rec
ommending the initial and reflex laborator/ testing 
listed in Table 1 for persons who were administered 
intravenous anesthetic during procedures performed 
at Endoscopy Center of Southern Nevada located at 
700 Shadow Lane in Las Vegas between i^ardi 2004 
and January 1 1 , 2008.

To assist with the testing follow up and to ensure ap
propriate reftex testing occurs, Labcorp and Quest 
laboratories will provide custom panels and tests for 
dients located in Nevada (see Tables 2 and 3).

Additional inform ation regarding supplem ental 
testing  fo r Hepatitis C  Antibody (H C V  Ab)
The Guidelines for Laboratory Testing and Result Re
porting of Antibody to Hepatitis C Virus" published by 
CDC in MMWR, Februa^ 7, 2003, 52 (RR03):1-16 
provides recommendations for use of the si^al-to- 
cutoff ratio (s/co) of positive HCV screening test re
sults to identily sam i^  which would require addi
tional supplemental testing. TTie recommended s/co 
ratio will vary depending on the testing equipment 
used, contact the reference laboratory for details re
garding the supplemental testing perlbmied at their 
facility.

Based on the MI^WR recommendations:
• Kiev Ab positive screening test results with high 

s/co ratios can be considered anti-HCV positive 
without supplemental testing.

• HCV Ab positive screening test results with low 
s/co ratios should have supplemental testing per
formed, preferably by Recombinant Immunoblot 
Assay (RIBA) for anO-HCV.

.  If Nucleic Acid Test (NAT) for HCV RNA is per
formed, CDC recommence RIBA follow up for a 
negative NAT.

M edicare patients
Medicare carriers have implemented policies that en
sure the medical necessity of certain services ren
dered to Medicare benefidaries. These polities are 
called Local Medical Review Policies (LMRPs). HIV and

hepatitis testing may be subject to LMRPs. Contact 
your reference laboratory representative for more in- 
fbnnation reganjing medical necessity guidelines.
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Technical Bulletin: Hepatitis C Exposure at a Medical Clinic February 27, 2008

Tab le  1 Initial and  reflex laboratory testing

Te st
Nam e Description Synonym s

Reflex testing fo r  
positives

HBcAb,
Total

Antibody to Hepatitis B core antigen, to
tal IgG and IgM. Nonspecific marker of 
acute, chronk:, or resolved Hepatitis B 
infeclKMi. It s  not a mariner of vacdne 
induced immunity.

Hepatitis B COre Antibody, 
Total;
Anti-HBc (total);
HBV Core Total Antibody

Positives reflex to 
Hepatitis B core anti
body, IgM and Hepa
titis B sur^ce anti
gen

HCVAb Antibody to Hepatitis C Virus. 
Screening Immunoassay method with 
signal-to-culoff ratkj (s/co) reported

Hepatitis C Antibody; 
AnO-HCV; HCV; Hep C

Positives with tow s/ 
CO ratk) reflex to 
RIBA, anti HCV

HIV lo r  
HIV 1/2

Antibody to Human Immunodefidency 
Virus. Immunoassay method with reflex 
to Western Bk)t for all positives

HIV 1/2 EIA Antibody 
Saeen;
HIV-1; HIV-1/0/2

Positives reflex to 
HIV-1 Western Blot

Table 2. Labcorp Test Codes

Labcorp
Panel
code Initial testing includes Reflex testing
344053 Hepatitis B COre Antibody, total (006718) 

Hepatitis C Antibody (143991)
HIV-1/0/2 (083824)

Reftex testing for 
positives will autu- 
matically occur based 
on the tests listed in 
Table 1

Tab le  3 . Q u est te st codes
Order the individual Hepatitis custom codes and HIV test code listed below. The Hepatitis custom codes must 
be written on the test requisition form to ensure the appropriate reflex testing occurs

Q uest 
te st code Description R eflex  testing
7040E Hepatitis B Core Antibody, Total Reflex testing for positives will automatkaiiy occur 

based on the  tests listed in Table 1 onlv if rtistom
1S90E Hepatitis C Antibody (HCV)

U09CU V* 9 M Vw 1̂ 9%̂  III 1 Ulllj II
test codes are ordered

3200 HIVl/2 EIA Antibody Screen with re
flexes
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Technical Bulteb'n April 18, 2008

Hepatitis C Investigation Update #1
guidelines, which is t» fiist test with HBsAg, with fol
low-up testing as indicated. [See 'A Comprehensive 
bnmunkadon Strategy to Eliminate Transmission of 
Hefmis B Virus Infect in the United States: Rec- 
ommendatSais ofOie Advisory Committee on Immu
nization Practices (AOP) Part a : Immunization of 
Aduits'at
http://www.cdcgov/mmwr/ptwiew/mmwrhtml/rr551 
6al.htm?s_dd=n-5516al_e

C u rren t situation
The Southern Nevada Health District (SNHD) is still 
recomnnending testing for hepatitis C, hepatitis B, 
and HIV for patients who received injected anesthe
sia medicaBon at the Endoscopy Center of Southern 
Nevada (700 Shadow Lane, Suite 165B) between 
March of 2004 and January 11, 2008. At this time, 
the health district is not recommending testing of 
patients who have had procedures at other clinics. As 
of April 18, 2008, SNHO has not been able to access 
records from other clinics to determine if further no
tifications are warranted.

Since Frt»ruary 27, 2008, over 20,000 samples have 
been analyzed for Southern Nevada residents who 
may have been exposed to hepatitis C virus (HCV)f 
hepatitis 8 vims (HBV) or HIV due to unsafe injection 
practices at the Endoscopy Center of Southern Ne
vada. Testing of large numbers of asymptomatic per
sons may result in felse positive test results. Tlie ini
tial testing algorithm outlined in the technical bulletin 
distributed on February 27th

ian/download/tb-hieix-Q22708.ndf .̂ was recom
mended by the CDC and SNHD tor investigational 
purposes In order to minimize the number of false 
positive test results and to allow laboratortes to rap
idly screen a large number of samples using an initial 
three (3) test panel. The testing algorithm is In
tended to Identify pei»His who have been exposed 
to hepatitis B, hepatitis C and/or HIV. Persons with 
positive tests will need to follow-up with their pri
mary care provider for any additional diagnostic test
ing needed

The current HBV serologic testing algorithm was de
veloped to meet the urgent and fast-breaking needs 
of the southern Nevada outbreal̂  investigation. This 
algorithm will identify Individuals with current acute 
and chronic infiections. It also will Identify individuals 
infiected in the past, but witti resolved infiections of 
no dnkal significance. However, it will not yield in
formation about the timing or source of infection for 
individuals previously infected, but with resolved in
fections.

NOTE: this testing algorithm differs from current CDC 
SouBiem Nevada Health Otetrict Office of Epldemloloqy

Test Ordering
Many physicians are following the recommended 
testing algorithm and ordering the custom panel of 
tests provided by LabCorp, Quest, or Cfinical Pathol
ogy Laboratories. However, the laboratories are re
ceiving significant numbers of test orders that do not 
follow the testing algorithm. While physicians may 
order other test combinations, there are drawbacks 
to deviating from the recommended algorithm:

1. Ordering acute or comprehensive hepatitis panels 
on asymptomatic persons slows down the testing 
process, is more expensive, and does not include 
the HIV test

2. Ordering Individual tests on asymptomatic per
sons without custom coding or tests not in the 
algorithm may lead to felse positive results or 
lack of reflex testng

Table 1 lists the initial recommended testing panel, 
while Tables 2-4 Hst the corresponding UbCorp, 
Quest and Oinical Pathology Laboratories test codes.

To assist with testing fbllow-up, and to ensure ap
propriate reflex testing occurs, LabCOrp CTable 2), 
Quest CTable 3) and Cfinical Pathology Laboratories 
(Table 4) will provUe custom panels and tests for 
clients kxated In Nevada.

H epatitis C  Serology Inteipretations
TTie "GuWennes for Laboratory Tesfing and Result 
Repotting of Antibody to Hepatitis C Virus" published 
by CDC in MMWR, February 7, 2003, 52 (RR03): 1-16 
provkles recommendatkms for use of the slgnal-to- 
cirtoff ratio (s/co) of positive HCV screening test re
sults to klentify samples which woukl require addi
tional supplemental testing. Tlie recommended s/co
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Technical Bulletin: Hepatitis C Investigation Update #1 April 18, 2008
Ta b le  1 In itia l and reflex laiioratory testing

T e st
N am e Description Synonym s

Reflex testing for 
posithres

HBcAb,
Total

Antibody to Hepatitis B core antigen, to
tal IgG and IgH. Nonspedfta marker of 
acute, chronic, or resolved Hepatitis B 
infection. It is nrt a marker of vaccine 
induced immunity.

Hepatitis B Core Antibody, 
Total;
Anti-HBc (total);
HBV core Total Antibody

Positives reflex to 
Hepatitis B core anti
body, IgM and Hepa
titis B surface anti
gen

HCVAb Antibody to Hqjatitis C Virus. 
Screening Immunoassay method with 
signal-to-cutoff ratio (s/co) reported

HepatitisCAntibody; 
Anti-HCV; HCV; HepC

Positives with low s/ 
CO ratio reflex to 
RIBA, anti HCV

HIV lo r  
HIV 1/2

Antibody to Human Immunodeficiency 
Virus. Immunoassay method with reflex 
to Western Blot for all positives

HIV 1/2 EIA Antibody 
Screen;
HIV-1; HlV-1/0/2

Positives reflex to 
HIV-1 Western Blot

Tab le  2. Labcorp  Test Codes
Onfer the panel below which will Include both initial and reHex testing

Labcorp
Panel
cod e In itia l testing in d ud es Reflex testing
344053 Hepatitis B COre Antibody, total (006718) 

Hepatitis C Antibody (143991)
HIV-1/0/2 (083824)

Reflex testing for 
positives will auto
matically occur based 
on the tests listed in 
Table 1

Ta b le  3 . Q u est te st codes
Order the individual Hepatitis custom codes and HIV test code listed below. Tlie Hepatitis custom codes must 
be written on the test requisition form to ensure the appropriate reflex testing occurs

Q u est  
te st code Description R eflex  testing
7040E Hepatitis B Core Antibody, Total Reflex testing for positives will automatically occur 

based on the tests listed in Table 1, only if custom1S90E Hepatitis C Antibody (HCV)
3200 HIVl/2 EIA Antibody Screen with re

flexes
test codes are ordered

T ab le  4 . Clinical Pathology Laboratories (CPL) T e st Codes

CPL
Panel
cod e In itia l testing Indudes Reflex testing
9327 Hepatitis B Q>re Antibody, total (2730) 

Hepatitis C Antibody(4647)
HIVl & 2 EIA Antibody Screen (3540)

Reflex testing for 
positives will auto
matically occur based 
on the tests listed in 
Table 1
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Technical Bulletin: Hepatitis C Investigation Update 
ratio will vary depending on ttie testing equipment 
used. Cbntact the reference laboratory for details re
garding the supplemental testing performed at their 
^ lity . If the custom panels and tests are ordered, 
the reflex testing for HCV will occur as recommended 
by CDC In the MMWR dted above. These recommen
dations indude:
• IHCV antibody positive screerting test results virith 

high s/co ratios can be consMered anti-HCV posi
tive without supplemental testing.

• HCV antibody positive screening test results with 
low s/ca ratios should have supplemental testing 
perfonned, preferably by Recombinant Im- 
munoblot Assay (RIBA) for IHCV antibody.

.  If Nucleic Add Test (NAT) for HCV RNA is per
formed, CDC recommends RIBA follow up for a 
negative NAT.

H epatitis  B Serotogy Interpretations
The initial recommended test for HBV, total hepatitis
8 core antibody, is a non-spedfic mariner of acute, 
chronic or resolved hepatitis B. If the custom panel or 
test codes are ordered, a positive test will reflex to 
hepatitis B core antibody IgM and hepatitis B suifece 
antigen. These tests will assist the physician In distin
guishing cun^ t fiom past infection and acute from 
chronic infiection. Some physicians are ordering an 
additional test, Hepatitis 8 s u r ^  antibody (anti- 
HBs). Tills test is typically used to evaluate Hepatitis 
B immunity and may not provide useful infbnnation 
for this investigation.

Table S, wfhldi provides guidance for interpretation of 
Hepatitis B panels is adapted f ^  a CDC table. Refer-

T a M e  5. InterpretaUon o f  th e  Hepatitis B Panel

#1

b/Bseroiwyhtm
April 18, 2008

Definitions:
Hepatitis B Sut^ Antigen (HBsAg): A serologic 
marlwr on the surface of HBV. It can be detected in 
high levels in serum during acute or chronic hepatitis. 
The presence of HBsAg indicates that the person is 
infectious.
Hepatitis B Suri^ Antibody (anti-HBsf. The presence 
of anti-HBs is generally interpreted as indicating re
covery and immunity fimn HBV infiection. Anti-HBs 
also develops in a person who has been successfully 
vacdnated against hepatitis 8.
T<aat Hepaaas B Core Antibody (anO-HBc/. Appears 
at the onset of symptoms in acute hepatitis 8 and 
persists for life. The presence of anti-HBc indicates 
previous or ongoing infection with hepatitis 8 virus 
(HBV) in an undefined time fl^me.
IgM Antibody to Hepatitis B Core Antigen (IgM anti- 
HBc/. This antibody appears during acute or recent 
HBV Infiection and is present for about 6 months.

Patient Resources
Individuals who have potentially been exposed as a 
result of the unsafe injection practices at the Endo- 
sooF>y Center of Southern Nevada have many ques
tions and needs that are outside the scope of the rou
tine physidan/patient relationship. To assist these 
residents, SNHD has developed a list of resources on 
the health disblct website at htto:// 
www.southemnevadaheaithdistrict.orq/outbreal<s/ 
heoc-oatients.htm. Among the informational items 
induded here are dinical and laboratory services, sup
port groups, fact sheets, and a form for requesting 
medical recotds from the Endoscopy Center through 
the Las Vegas MetropoTitan Poiice Department.

Tests Results Intefprrtatloii AcUon
HBsAg

and-HBc
negative
negative

Notinfiected No action

HBsAg 
anti-HBc 

IqM antl-HBc

negative
positive
negative

Previous Infection at undefined time No action

HBsAg 
antl-HBc 

IgM antl-HBc

positive
positive
positive

Aaitely
Infected

Report to SNHD 
Evaluation and follow

HBsAg 
anU-HBc 

IgM anU-HBc

positive

negative
Chronically Infected

Report to SNHD 
Evaluation and follow up

Pathology consultation from the reifierence laboratory Is available to assist with Interpretation or follow-up testing.
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Technical Bulletin June 5, 2008

Hepatitis C Investigation Update #2
C u rren t situation
Tlie Southern Nevada Health District SNHD has con
ducted its invesCgation Into the acute case of hepati
tis C associated with the Desert Shadow Endoscopy 
Center, 4725 Burnham Avenue. Based on the infor
mation and records that are currently available, it 
has been determined this acute case is Bnked to the 
center. However, there is not sufficient InfomiaOon 
at diis time to determine the likely source of disease 
transmission.

SNHD is encouraging patients of the Desert Shadow 
clinic to discuss their risk for disease exposure with 
their physician and to pursue testing for hepatitis C, 
hepatitis B and HIV if they are concerned. The health 
distrkt has obtained a list of patients from this dinic 
kxation and, while there is no way of determining 
the completeness of the list at this dme, a letter out
lining the investigation findings and current recom- 
mendatkms will be sent to the available list of pa
tients.

TTie SNHD is unable to make a spedfk: recommenda- 
tron based on documented unsafe injectk>n practices, 
such as those that occurred at the Desert Shadow 
Endoscopy Center of Southern Nevada. However, 
the health disbict is stressing that it is important for 
patients to know their infection status and work pro
actively with their physicians to manage their health. 
The SNHD estimates that approximately 13,000 pa
tients were breated at the Desert Shadow dink: since 
it opened two years ago.

Investigation findings indude the folknving: a dink: 
staff person was observed reusing single use vials of 
propofbl on more than one patient at this M lity  
during an inspection by the State Health Divisnn Bu
reau of Ucensure and Certiffcatfon. A review of pro
pofbl togs pwkled further documentadon die botdes 
of anesthesia were reused on multiple patients. How
ever, staff has not been able to observe the reuse of 
syringes because this clinic locatkin was dosed prior 
to the MentifkatkHi of the associated acute case.

The acute case of hepatitis C that lead to further in
vestigation of the Burnham dink: was self-reported to 
the health district by the patient in l^rch 2008.

Laboratory tests docunented this person tested 
negative for hepatitis C days prior to undergoing a 
procedure at the Desert Shadow Endoscopy Center 
and later developed an acute infection.

Hepatitis C Exposure Registry 
SNHD will be implementing a Hepatitis C Exposure 
Registry in order to gather additnnal information re
lated to patients of both the Southern Nevada Endo
scopy center and the Desert Shadow Endoscopy 
center. The r^istry was deve toped to assist in track
ing patients with known disease who had procedures 
at the dinks, and will alkwv patients the opportunity 
to learn their case dassifkation. The registiy will also 
indude sections to altow patients to report on possi
ble hepatitis B or HIV infectnns.

SNHD will be mailing enrollment forms to patients of 
both these dlnlcs and enoouragi^ patients to enroll 
in tfie registry. Registry information and enrollment 
fomis are available on the healtii distrfct's website, 
WWW,SogthernNevadjHealthpiStriCt.org. In addition, 
enrollment farms will be available at the health dis
trict's pubik: health centers.

Since the initial notifkatksn seventy-seven additional 
cases of hepatitis C infection have been klentified as 
potentially Hnked to the Endoscopy Center of South
ern Nevada. Partidpation of dink: patients in the ex
posure registry will altow the health district to dassif/ 
additional cases of infection that may be assodated 
with these dinks.

H epatitis c r e s t in g
Testing remains the same as outiined in the technfcal 
bulletin distributed on Febrtjary 27th, 2008 
fhttp://www.southemnevadahealthdistrict.org/Dhvsic 
ian/download/tb-heDC-022708.pdf). The testing al
gorithm was recommended l>y the CDC and SNHD 
for Investigational purposes in order to minimize the 
number of false positive test results and to allow 
laboratories to rapidly screen a large numtxr of sam
ples using an initial three (3) test panel. The testing 
algorithm Is intended to kientify persons who have 
been exposed to hepatitis B, hepatitis C and/or HIV. 
Persons with positive tests virill need to foltow-up with
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Technical Bulletin: Hepatitis C Investigation Update #2 June 5, 2008
their priinary care provider for any additional diagnos
tic testing needed.

T e st Ordering
Many physicians are following the recommended test
ing algorithm and ordering the custom panel of tests 
provided by LabCorp, Quest, or Oinfcal Pathology 
Laboratories. However, the iaboratories have received 
significant numbers of test orders that do not foilow 
the testing algorithm. While physldans may order 
other test combinations, there are drawbacks to devi
ating from the recommended algorithm:

1. Ordering acute or comprehensive hepatitis panels 
on asymptomatic persons siows down the testing 
process. Is more expensive, and does not Indude 
the HIV test.

2. Ordering Individual tests on asymptomatic persons 
without custom coding or tests not in the algo
rithm may lead to false positive resuits or lack of 
reftex testing.

Table 1 lists the iniOal recommended tesHng panel, 
while Tables 2-4 list the corresponding LabCorp,
Quest and Cinicai Pathotogy Laboratories test codes.

Extended Laboratory Hours

LabCOrp will off^ extended and weekend hours, 
through the month of June, at the Patient Servks 
Center kxated at Z801 West Charieston Bivd, Suite 
#201. The facility wiB be open Monday-Friday fiiom 7 
am—9 pm; Saturday and Sunday from 7 am-4 pm.

Quest will offier extended and weekend hours begin
ning June 11 and continue as needed, at the fbikjw- 
ing kxab'ons: Megacenter Patient Service Center to- 
cated at 7460 W. Lake Mead, Suite 3 firnn 6:30 am -
9 pm and Legacy PSC at 1701 Green Vailey Paricway 
f i^  6 am -9 pm.

Oinkal Pathoh>gy Laboratories (GPL) provides multi
ple Patient Senrice center locations with Monday- 
Frkiay houis.

AddiUonal Information regarding laboratory hours and 
locatkxs Is available on the healUi district website at 
www.SouthemNevadaHealthDistrict.ora.

Hepatitis B  ft C  R esu lt Interpretations
AddRional infbmiatton regarding Interpretatkm of 
hepatitis B and C test results can be fbund on the 
SNHD website at: htto://

Patient Resources
Indivkluals who have potentially been exposed as a 
result of the unsafe injectkxi piBctkres at the Endo
scopy center of Southern Nevada or the reuse of sin
gle use vials at the Burnham Center have many ques
tions and needs that are outsMe the scope of the rou
tine physidan/patient relationship. To assist these 
resMents, SNHD has devek>ped a list of resources on 
the health distrkt website at htto:// 
www.southernnevadahealthdistrict.orQ/ouB3reaks/ 
hepc-oatients.htm or call (702) 759-INFO (4636). 
Among the Infbnnational items induded are dinical 
and laboratory services, support groups, fact sheets, 
and a fbrni for requesting medksi records from Uie 
Endoscopy Center through the Las Vegas Metropoli
tan Police Department.
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Tab le  1 In itia l and reflex laboratory testing

Test
N am e Description Synonym s

Reflex testing for  
positives

HBcAb,
Total

Antibody to Hepatitis B core antigen, to
tal IgG and IgM. Nonspecific marker of 
acute, chronic, or resolved Hepatitis B 
infection. It is not a marker of vaccine 
induced immunity.

Hepatitis B COre Antibody, 
Total;
Anti-HBc (total);
H8V Core Total Antibody

Positives reflex to 
Hepadtis B core anti- 
Uxly, IgM and Hepa- 
Sds 8 surface and- 
gen

HCVAb Antibody to Hepatitis C Virus. 
Screening immunoassay method with 
signal-to-cutoff rado (s/co) reported

Hepatitis CAntihorty; 
AnS-HCV; HCV; Hep C

Positives widi low s/ 
CO rado reflex to 
R1B  ̂and HCV

HIV lo r  
HIV 1/2

Antibody to Human Immunodeficiency 
Vinjs. Immunoassay method widi reflex 
to Westem Riot for all positives

HIV 1/2 EIA Antibody 
Screen;
HIV-1; HIV-1/0/2

Posidves reflex to 
HIV-1 Westem Blot

Table 2. la b c o rp  Test Codes
Order the panel below which will include both initial and reflex testing

Labcorp
Panel
code Initial testing includes Reflex testing
344053 Hepadds B Core Anb*body, total (006718) 

Hepadds C Andbody(143991)
HIV-1/0/2 (083824)

Reflex testing for 
posidves will auto
matically occur based 
on the tests listed in 
Table 1

Table 3 . Q u est test codes
Order the individual Hepatitis custom codes and HIV test code listed below. The Hepatitis custom codes must 
be written on the test requisition form to ensure the appropriate reflex testing occurs
Q uest 
test code Description Reflex testing
7040E Hepatitis B Core Antibody, Total Reflex testing for posidves will automatically occur 

based on die tests fisted in Table 1, only if custom 
test codes are ordered

1590E Hepatitis C Antibody (HCV)
3200 HWl/2 EIA Andbody Screen with re

flexes

Table 4. C linical Pathology Laboratories (CPL) Test Codes

CPL
Panel
code In itia l testing includes R eflex testing
9327 Hepatitis 8 Core Andbody, total (2730) 

Hepatitis C Andbody(4647)
HIVl & 2 EIA Antibody Screen (3540)

Reflex testing for 
posidves will auto- 
madcaily occur based 
on the tests listed in 
Tablet
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Date: May 15,2008

From: Gayle Fischer, MD, MPH, EIS Officer, Division of Viral Hepatitis

(DVH), National Center for HIV/AIDS, Viral Hepatitis, STD and TB 

Prevention (NCHHSTP), Centers for Disease Control and Prevention 

(CDC).

Melissa Schaefcr, MD, EIS Officer, Division of Healthcare Quality 

Promotion (DHQP), National Center for Preparedness, Detection, and 

Control oflnfectious Diseases (NCPDCID)

Subject: Epi-Aid Trip Report (2008-019): Investigation of acute bepatitb C

among patients who underwent procedures at Clinic A: Nevada 2007 

To: Ibsan Azzam, MD, State Epidemiologisl, Nevada Slate Health Division

Lawrence Sands, DO, Chief Health Officer, Southern Nevada Health 

District

Douglas Hamilton MD, PhD, Director, Epidemic Intelligence 

Service, Career Development Division, OWCD

Through: Scott Hoimberg, Branch Chief, Epidemiology and Surveillance Branch, 

DVH, NCHHSTP

Joseph Perz, DrPH, Acting Prevention Team Leader, Prevention and 

Response Branch, Division of Healthcare Quality Promotion (DHQP), 

National Center for Preparedness, Detection and Control of Infections 

Diseases (NCPDCH))

Background
On January 2 ,2008 , the Nevada State Health Division (NSHD) contacted CDC 

regarding surveillance reports received by Southern Nevada Health District’s (SNHD) 
regarding two persons recently diagnosed with acute hepatitis C. A third person with 
acute hepatitis C was reported the following day. SNHD typically confirms 0-4 cases o f  
acute hepatitis C per year. The three case-persons had a common link—all had received 
procedures at the same endoscopy clinic (Clinic A) within 3S-90 days o f  illness onset. A 
description o f  these three cases follovvs:

•  Case I . A person presented on October 24, 2007 with weight loss, dark urine and 
scleral icterus. The patient had an elevated alanine aminotransferase (ALT) o f  SS2 
units/L and was negative for IgM antibodies to hepatitis A virus (anti-HAV) and FgM 
antibodies to hepatitis B core antigen (ani-HBc). Antibodies to hepatitis C virus
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(anti-HCV) were positive and HCV RNA level was 5.5 million lU/ml via polymerase 
chain reaction (PCR). The patient denied common risk factors for hepatitis C within 
the previous 6 months, such as injection drug use (IDU), and sexual or other contact 
with a hepatitis C virus-infected person, but did report having had a colonoscopy at 
Clinic A on July 25,2007.

•  Case 2. A person with no significant past medical history presented on November
9, 2007 with a one-week history o f jaundice, anorexia, dark urine and right upper 
quadrant pain. On November 12,2007 the patient had an ALT of 560 units/L and 
was negative for IgM anti-HAV and IgM anti-HBc. At that time, the patient tested 
positive for anti-HCV and had an HCV RNA PCR level o f  7.5 million lU/ml. The 
patient denied having any common risk fectors for HCV infection, but did report a 
dental cleaning done within 6 months o f the diagnosis. The patient reported having 
had a colonscopy on September 20,2007 and upper endoscopy on September 2 1, 
2007 at Clinic A.

•  Case 3. A person presented on November 29,2007 with dark urine and abdominal 
pain and had an ALT o f  1070 units/L. On December 20,2007, the patient tested 
negative for IgM anti-HAV and IgM anti-HBc, but positive for anti-HCV. The 
patient had an HCV RNA PCR level o f  5.9 million lU/ml. The patient denied having 
any risk factors for acute HCV infection, but had a colonoscopy done at Clinic A on 
September 2 1,2007.

As a result o f  the increase in reported cases and the potential for a common exposure, 
SNHD requested CDC’s assistance with the investigation. EIS officers from the Division 
of Viral Hepatitis (DVH) and the Division of Healthcare Quality Promotion (DHQP) 
departed for Clark County, Nevada on January 9, 2008.

The subsequent investigation also revealed three more cases (Cases 4-6), as described 
below.

ObiecHves
1) To interview and collect specimens from identified hepatitis C patients for 

phylogenetic analysis at CDC
2) To investigate infection control procedures at Clinic A, especially use o f multi

dose vials, reuse o f single-use vials and reprocessing of endoscopes
3) To advise and assist the local and state he^th departments in appropriate medical 

chart abstraction, related data collection, and notification and testing procedures 
for other patients who were potentially exposed at the clinic in question.

Methods 
Case Definitions

Acute hepatitis: Acute illness with discrete onset o f symptoms (nausea, anorexia, 
fever, malaise or abdominal pain) and jaundice or elevated serum aminotransferase 
levels.

Acute hepatitis C: Acute hepatitis and alanine aminotransferase (ALT) more than 
seven times upper limit o f normal (>7xULN), and IgM anti-HAV negative and anti- 
HCV-positive by EIA and RIBA or with an appropriate signal-to cutoff ratio for a given 
assay or HCV RNA-positive.

Clinic-associqied acute hepatitis C case: Person who had a procedure at Clinic A 
in July 2007 through December 2007 who was diagnosed with acute hepatitis C within 6
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months of the procedure date and does not have other significant risk factors for HCV 
infection.

Review of Incident Cases
The diagnosis of clinic-associated acute hepatitis C was confirmed in the three 

known incident cases by laboratory test results and interviews with the three case 
patients. Descriptions of the procedures, including timing, instrumentation, staff 
involvement, medications and complications were obtained from procedure records at 
Clinic A. Additionally, past medical history, surgical history, laboratory data and risk 
factors for hepatitis were obtained Irom the case-patients’ medical charts. Blood 
specimens were sent to CDC for HCV molecular testing by PCR. Genotyping was 
determined by the NS5B region by PCR and analysis of the hypervariable region I 
(HVRI) was used to determine genetic relatedness among case patients, the 
methodologies for which have been previously described [1].

Review of Infection Control Practices
The personnel roster, layout of the clinic and the patient flow during procedures 

were reviewed with the nurse manager. An entire endoscopic procedure was observed, 
starting from intravenous (IV) catheter placement to endoscopic reprocessing. 
Additionally, each anesthetist and nurse involved in the care of incident cases, were 
observed and/or interviewed regarding their infection control practices.

Case Finding
We sought to identify potential source patients and additional clinic-associated 

cases of acute hepatitis C or HCV infection. The procedure records of persons who 
preceded known clinic-associated case-patients on the days they had procedures were 
reviewed for evidence of past HCV infwtion. Additionally, names of patients who had a 
procedure on the same days that clinic-associated case-patients had procedures were 
compiled and cross-matched against (a) SNHD’s database containing HCV commercial 
laboratory results and (b) SNHD’ s hepatitis C public health surveillance records. After 
receiving verbal informed consent, we also obtained health histories on all staff that have 
contact with patients and sent blood specimens to CDC for bloodbome infection 
screening.

Results
Description of Clinic A  Practices, Staff and Procedures

According to interviews with clinic staff. Clinic A was a freestanding, private 
endoscopy clinic that primarily performs upper endoscopies and colonoscopies, and 
occasionally places gastrostomy tubes and esophageal pH probes. Clinic A  has 
performed procedures for -18 years and moved to its current site within the past 4 years. 
Although considered a separate facility, they shared staff with an affiliated 
gastroenterology clinic. There were 9 physicians, 4 certified registered nurse anesthetists 
(CRNA), 10 registered nuises (RNs), 9 technicians and 2 licensed practical nurses 
(LPNs) who engaged in patient care. The clinic performed ~50-60 procedures a day, 5 
days a week.

The layout of the clinic consisted o f a small waiting area, 4 patient bays separated 
by curtains where pre- and post-procedure assessments took place, a preparation room 
where IV catheters were placed and 2 procedure rooms (Figure I). In between the
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procedure rooms, there was a toom where reprocessing o f the endoscopes took place. A  
room off o f the reprocessing room is where clean endoscopes were kept. A  utility room 
was present behind a closed door next to the IV preparation room.

From observations of clinic staff, each morning, an RN opened a combination 
lock in order to access keys to open the medication cabinet. One cabinet contained 
propofol, lidocaine and saline. This cabinet remained open throughout the day. CRNAs 
were given vials of propofol and a bottle o f lidocaine each morning. Fentanyl, meperidine 
or midazolam, which are kept in a separate lockbox, were used for sedation if  the patient 
could not tolerate propofol and were distributed just before sedation occurs. The contents 
of the lockbox were checked each morning.

From observations at the facilities, at the start of each procedure, patients changed 
into gowns and were escorted to a bay area. They were then called back into the 
preparation room. In the room, IVs were usually placed by RNs or CRNAs. The patients 
then moved to the procedure room where CRNAs and technicians interviewed and 
positioned the patient in the procedure room. An RN recorded patient vital signs and 
findings while in the procedure room. Technicians then brought an endoscope from the 
clean room into the procedure room. After gowning and gloving, a clinician entered the 
room and performed endoscopy after an anesthetic (usually propofol) had taken effect on 
the patient. After the procedure, the patient was brought back to the patient bay for post- 
procedure assessment and recovery. IV fluids were available, but, according to staff 
intervie\vs and chart reviews, rarely needed to be administered after the procedure.
Clinic A did not have authorization to conduct any blood testing, including fingerstick 
glucose monitoring.

Review of Infection Control Practices
Observations of Work Environment

Clinic A  generally appeared clean and well organized. There was a separation 
between clean and contaminated equipment areas. Puncture-resistant sharps containers 
were conveniently located where IVs were inserted or parenteral medications delivered. 
Sharps containers were never overflowing during the observation period; at the end of the 
day, these were disposed of in the utility area.

Sinks and hand sanitizers were located throughout the Clinic. However, on 
multiple occasions, staff were observed not performing proper or adequate hand hygiene 
between patients. Additionally, anesthetists did not always wear gloves when they 
administered IV medications. Such improper infection control practices were pointed out 
to staff and administrators soon after breaches were noted.

Injection Practices
Before placing IVs, RNs or CRNAs generally wore gloves, but one CRNA was 

observed not to do so. They cleansed the patient’s skin with alcohol. They did not have 
safety-locking needles, but most disposed o f needles into proper receptacles. However, 
one CRNA was observed moving about the room with an uncapped needle. RNs flushed 
Ihe IVs with 1-2 ccs o f saline obtained from 20ce vials after placement of the IVs. They 
usually did not wipe the stopper with alcohol. CRNAs generally did not report using 
saline flushes after IV insertions since Ihey immediately administered sedation.

We observed and inquired about preparation and administration of sedation over 
several days. At Ihe start o f the day. each CRNA was given one 30cc multi-dose vial of 
lidocaine and several vials of200mg/20cc or 500mg/50cc single-use propofol. Using a
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new syringe and needle each time, a CRNA would prefill muKipte lOcc syringes with (cc 
of lidocaine, recap the needles, and store them in a drawer. The syringes were neither 
labelled with their contents nor dated. If fringes with lidocaine drawn from previous 
days were still in the drawer, they would be used. At the start o f a case, a CRNA would 
draw 9ccs of propofol using a syringe containing lidocaine and administer this to the 
patient.

Thereafter, the techniques of the CRNAs varied, particularly in regard to the 
manner in which propofol was administered to patients who requir^ additional sedation 
during an endoscopy procedure. CRNA I was observed placing a new needle on the 
same syringe that had been used to administer initial sedation to a patient. This syringe 
then was used to withdraw additional propofol from an open propofol vial for the same 
patient When questioned, the CRNA indicated that reuse of syringes in this manner for 
an individual patient was his routine practice and reflected what clinic staff had instructed 
him to do. According to an interview with the CRNA, if  the patient did not require more 
sedation, the CRNA disposed of the needle and syringe, but kept the remainder of the 
propofol vial in order to use it for the next patient. CRNA 2 was observed using several 
new syringes to withdraw propofol in addition to the syringe that contained the lidocaine 
and propofol. These additional syringes filled with propofol were then available if  the 
patient required additional sedation. CRNA 2 disposed of partially used syringes, but kept 
the unused ones for subsequent patients. CRNA 2 also reported having been instructed to 
reuse syringes to administer multiple doses of propofol to an individual patient, but did 
not do so. CRNA 3 was observed drawing additional doses o f propofol for an individual 
patient with a new needle and syringe as needed. CRNA 3 reused propofol single use 
vials between patients after wiping the stopper with alcohol and us^ a new needle and 
syringe each time. CRNA 4 no longer worked at the Clinic and had moved out of state. 
By phone conversation, CRNA 4 reported a practice similar to CRNA I. CRNA 4 would 
reuse a syringe to access propofol if  a patient required additional sedation. The CRNA 
would discard the syringe at the end of the case, but would use the remainder of the 
propofol vial on subsequent patients.

CRNAs tended to remain in the same procedure room, except during lunch time 
(usually ~11 ;30am) when they changed rooms to cover for another CRNA. The 
medications were supposed to stay in the original room, and that was observed. No 
formal sign-out as to what was contained in used syringes and vials occurred between 
CRNAs. At the end of the day, partially used propofol vials were discarded and unused 
ones placed back into the cabinet. Unused prefilled syringes of lidocaine that were not 
marked with their contents or date remained in the medication drawers.

Endoscope reprocessing
Staff reported that the clinic owned 18 endoscopes; 6 used for upper endoscopies 

and 12 used for colonscopies. The individual endoscope number used during a particular 
procedure was recorded on the nursing chart. Upon completion o f endoscopy, the 
endoscope was passed to the medical technician, who was gowned, gloved and masked. 
The distal portion o f the endoscope was immediately placed in a container o f cleaning 
deterpnt, which was kept at the bedside and changed between patients. The detergent 
solution was sucked through the tubing to flush the endoscope and clear the channel. The 
biopsy equipment was disposable and thrown out at the end o f the procedure.

The endoscope was then taken into the adjacent Reprocessing Room (Figure I). 
First, a leak check was performed using a handheld manometer. If the endoscope passed
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the leak test, the technician then performed manual cleaning of the endoscope. A ll caps 
were removed from the endoscope and placed in a detergent sohition. Then, the 
endoscope was submerged in a mixture o f water and enzymatic cleaning solution. The air 
and biopsy ports were brushed clean using disposable brushes, which were thrown out 
after each use; also, a disposable brush was used to wipe the external surface of the 
endoscope. A  pump was then attached, which has a set timer that pumped the enzymatic 
solution through the endoscope channels for one minute. When this process was 
completed, the endoscope and caps were then transferred to a water bath, where the 
endoscope was again submerged and the pump pushed water through the channels for 
one minute. The water and enzymatic cleaning baths were changed after every two 
endoscopes; however, the directions for use on the detergent bottle state that fresh 
detergent should be used for each endoscope or set of instruments and that the dilute 
detergent solution was to be discarded after each use.

After these manual cleaning steps were completed, the endoscope and caps were 
transferred to an automated reprocessor, which used a glutaraldehyde solution, to perform 
high-level disinfection. The clinic owned two reprocessors and each machine was 
capable of holding and reprocessing two endoscopes in the same basin, simultaneously. 
There was no record of which endoscopes were disinfected by which machine and in 
which order. Automated reprocessing was a timed process that pumped the 
glutaraldehyde solution over and through the ports of the endoscope. When the high- 
level disinfection was completed, the machine alarmed to notify the technician to inject a 
syringe containing 70% isopropyl alcohol and another syringe containing air for the final 
drying cycle. The disinfecting and drying cycles took approximately 17 minutes from 
start to finish, not including the manual cleaning steps. The technician then removed the 
endoscope from the machine, used compressed air to fiirther diy the open ports, and then 
took it into the adjoining Equipment Supply Room (Figure 1) where it was hung in a 
cabinet to complete the drying process and await its next use. Colonoscopes were hung 
on one side of the closet and endoscopes on the other side. The endoscopes were not 
tagged and the reprocessing was not logged, but the staff claimed to be able to recognize 
that only endoscopes that have undergone complete reprocessing are to be hung in the 
clean supply room.

According to staff interviews, each morning, a maintenance test was performed 
on the automated reprocessor to make sure that the machine and the glutaraldehyde 
solution still met the necessary standards for high-level disinfection. A  strip tested the 
chemical concentration of the glutaraldehyde reservoir in the machine. The soluUon was 
replaced when the test strip indicated the solution did not meet the necessary standards. 
Clinic staff stated that normally the glutaraldehyde solution lasted for 14 days, but 
because they do so many procedures, they would change the fluid more frequently. The 
daily review also involved checking the water flow, air flow, level of disinfectant, and 
temperature of the disinfectant. Review o f the daily logs for September 2007, indicated 
there were no problems with either automated reprocessor machine in the two days 
before and after the case patients received their prx>cedures. According to records, the 
glutaraldehyde solution was changed on September 10,17and 25 in both machines. In 
July 2007, the clinic had only one of the newer reprocessors and was also using an older 
model machinc for reprocessing. Logs from the older machine were not available, but 
review o f logs for the newer reprocessor that was used for the month of July 
demonstrated no problems in the two days immediately before and after one of the case
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patients received their procedure {July 25). The glutaraldehyde solution solution had 
been changed on July 2 and 30.

The glutaraldehyde solution instructions stale that the solution should be 
maintained with a pH between 6.0 to 7.0 and a minimum recommended concentration 
(MRC) of 1.5% gluteraldehyde. The expiration date was 28 days after the solution was 
first put into use or when the MRC drops below 1.5%. whichever came first. The clinic 
logs indicated (hat the recommended daily tests were perrormed.

There was no distinction or difference between reprocessing of the endoscopes 
and colonoscopes. Biopsy ̂ uipment for both endoscopes was disposable and both types 
of endoscopes were compatible with the same reprocessing equipment. There were 
diagrams of the reprocessing steps hung on the v^ l in the reprocessing room and, 
according to interviews with administrator, technicians were trained by an assign^ 
mentor, until it was feh that they understood and completed the steps correctly and 
independently.

Clinic-Associated H CV  Cases and Potential Sources Patients
Three additional cases o f clinic-associated acute hepatitis C were identified.
• Case 4 was identified as a patient who noticed light stools on October 29,2007, 

which was followed by dark urine, jaundice, abdominal pain, nausea, vomiting and 
anorexia. The person was hospitalized on November 6,2007. Initial blood results at that 
Ume were negative for anti-HAV, IgM anti-HBc and anti-HCV. However, the patient 
was positive for enzyme immunoassays (ElA) anti-HCV on testing 9 days later, with a 
high signal-to-cut-ofT ratio (4.3). The patient denied any significant risk factors for HCV 
within the past 6 months. The patient repotted undergoing procedures at Clinic A on 
September 19,2007 and September 21,2007, dates which were confirmed in the 
procedure records.

• Case 5 was a patient who became symptomatic with nausea, vomiting, anorexia 
and jaundice on October 22,2007 and was hospitalized on November 6, 2007. The 
patient’s ALT  was 1165 units/L, and was positive for anti-HCV and anti-HAV, negative 
for anti-HBc. On subsequent testing, the patient was IgM anti-HAV- negative and HCV 
RNA was >50 million lU/ml. Hospital records indicated having had a colonscopy and an 
upper endoscopy at Clinic A; Clinic records verify that these tests were done on 
September 21,2007 and September 28,2007, respectively.

• Case 6 was identified by physician report. The patient was a individual who 
was diagnosed with laboratory-confirmed acute hepatitis C on October 18.2007. The 
patient had a colonscopy on September 21,2007. Details regarding the timing of 
symptoms and clinical course are pending.

The six confirmed clinic-associated case-patients ranged in age from 37 to 72 
years and had onset o f symptoms between October 24.2007 and November 29,2007 
(Figure 2). Five case-patients -  cases 2,3,4,5 and 6 -  all had procedures done on 
September 2 1,2007, with details as follows. Intravenous lines for these five case- 
patients were inserted by three different RNs. Anesthesia was provided by either CRNA 
I (cases 2 and 3) or CRNA 4 (cases 4, 5, and 6) (Table 1). A ll case-patients from 
September 21’* received multiple doses of propofol during their prot^ures. We could 
not determine if  the CRNAs changed rooms or used previously drawn medications since 
the procedure room numbers were not recorded in the chart. Four case-patients had 
colonoscopies and one had an upper endoscopy; records indicated that the same
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endoscope was used on two of the patients. Two o f the nve casc-patients had a biopsy as 
part o f their procedure. Case-patients 2,4 and 5 also had procedures done on September
20.2007. September 19,2007 and September 28.2007. respectively. Thus far. there 
have been no other acute hepatitis C  cases identified on those days.

Two potential source patients with chronic HCV infection were identified from 
medical chart reviews o f patients who preceded the incident cases on July 25,2007 and 
September 21,2007 (Table 2). Both of these potential source patients with chronic HCV 
infection had HCV genotype I, as did the case-patients. A blood sample from the person 
who had their procedure on September 21.2007 has not yet been analyzed and a blood 
sample from the person who had their procedure on July 25.2007 has not yet been 
obtained. None of the staff members tested positive for HCV (or current HBV) 
infection.

Molccular Laboratory Results
Samples from five of sU clinic-associated case-patients were available for 

molecular testing by PCR. A ll were genotype laasdelermined by analysisoftheNSSb 
region (Figure 3). Four of four persons who had procedures on September 21.2007 had 
HVRl regions that were identical or nearly identical (Figure 4). The sequence from the 
case-patient who had their procedure on July 25,2007 differed from the September 21 
2007 cluster o f patients.

Tesliog for Other Bloodboroe Pathogens
Specimens from five of six patients with incident HCV infection were sent to 

GDC for HBV and HIV testing. Four of five showed no evidence of HBV infection by 
antibodies to hepatitis B core antigen (anti-HBc) testing, and one showed evidence of 
previous inf^ion (total anti-HBc-positive, IgM anti-HBc-negatlve) but was not 
chronically infected (hepatitis B surface antigen negative). None were infected with HIV 
based on anti-HIV testing.

Discussion
Our investigation identified six cases o f acute hepatitis C in persons who 

underwent procedures at Clinic A  between 35-90 days before the onset o f their illness. 
None o f the case-patients had significant risk fectors for HCV infection within the typical 
incubation period (15-160 days prior to the onset of symptoms) and five of the cases had 
procedures on the same day (September 21,2007). The genetic relatedness of the viruses 
frx)m cfue patients who had procedures on September 21,2007 supports the 
epidemiologic flndinp and points to a common source of infection. The lack of genetic 
relatedne^ to the patient seen in July 2007 suggests a separate transmission incident. 
Observation o f anesthesia administration practices indicated that some staff routinely 
reused syringes during individual procedures to withdraw anesthesia from single-use 
propofol vials that were inappropriately used to provide medication for multiple patients. 
Similar practices have previously been implicated in the transmission of bloodbome 
pathogens [2-7].

HCV is primarily transmitted through percutaneous or mucosal contact with an 
infected person’s blood. Most (60-70%) persons acutely infected are not symptomatic or 
have non-specific symptoms. The remainder may have classic signs of hepatitis, such as
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jaundice (20-30%), or non-specific symptoms, such as anorexia, fatigue and abdominal 
pain (10-20%) Regardless o f whether or not they have symptoms in the acute period, 
approximately 70% of those infected will remain chronically infected. Among those 
chronically infected, 10-20% will develop cirrhosis over a 20-30 year period [8],

In the United States, transmission ofHCV in healthcare settings is thought to be 
uncommon and is primarily recognized in the context of outbreaks [6]. During the last 
decade, most healthcare-associated outbreaks o f HCV have involved patient4o-patient 
transmission and were attributed to unsafe injection practices. There have been numerous 
reports implicating the reuse of syringes and needles and/or the mishandling of 
medication vials [2-7]. In some instances, syringes and/or needles used on HCV-infected 
patients have been directly reused on other patients [3], Alternatively, indirect 
contamination of a shared medication vial or container of flush solution has been 
described; this can occur when a syringe that was used on HCV-infected patients is re
used for that patient (2, 6, 9]. Backflow that occurs while injecting the patient or from 
removal of the needle can contaminate the syringe. If the contaminated syringe is used to 
withdraw medication from a vial or container that will be used for subsequent patients, 
these patients are placed at risk of infection. The practice of reusing syringes during a 
procedure to access shared propofol was observed, and interviews suggested it was a 
common practice at Clinic A. This was considered the most likely mode of transmission 
in clinic A.

Occasionally, patient-to-patient HCV transmission has been attributed to 
inadequate cleaning or disinfection o f patient equipment [10, 1 1 ], but we consider this 
mechanism less likely in the context o f our investigation. In clinic A, endoscope 
reprocessing procedures were generally followed, except that enzymatic cleaning solution 
was used on more than one endoscope. Manual cleaning with brushes to remove biofllms 
and high-level disinfection, which are considered most important for reducing potential 
bloodbome pathogen transmission, were judged adequate. However, because record
keeping was lacking in some respects, we could not determine whether endoscopes had 
been processed at the same time or by the same machine (this was not recorded in the 
charts). We also noted that on September 21,2007, patient records indicated that two of 
the case-patients had procedures performed whh one particular endoscope, although 
clinic staff attributed this to a clerical error. In addition, in one report, endoscopic 
biopsies were found to be an independent risk factor for HCV infection [II], (though 
deficiencies in the handling of parenteral medications were also noted). In our 
investigation, only three of six clinic-associated case-patients had a biopsy done, and the 
needle used was reported to be a single-use disposable item.

Transmission of HCV from infected staff has occasionally been reported and 
typically involved diversion of narcotics such as fentanyl [6]. This route of transmission 
appears unlikely in the clinic A  setting given that no staff members have tested positive 
for HCV infection and propofol is not a commonly abused medication.

Actioas and Recommendations
Given the findings of this ongoing investigation, we took the following actions and made 
the following recommendations.

Clinic A: Infection Control Practices
As we observed and interviewed individual staff members, we pointed out best practices 
in infection control.
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1. Injection safety: We reviewed with the Clinic A  staff the following; never reuse 
needles or syringes when drawing medications; never pool medications from 
individual vials; never use single-use vials for multiple patients; never tccap 
needles; and immediately dispose of sharps in appropriate containers. Improper 
practices were promptly brought to the attention of staff (e.g., syringe reuse by 
CRNA I was immediately corrected after it was recognized).

2. Hand hygieoe: We informed staff o f the need to wash their hands or use hand 
sanltizer before providing injections, after blood contamination, and between 
patients; and to wear gloves for procedures that might involve contact with blood 
and to change gloves between patients.

3. Patient-care eqoipment: We instructed staff that the use o f a batch of 
reprocessing detergent solution must be restricted to only one endoscope.

SNHD
I. Case rinding and epidemiologic studies;

a. Clinic A  stafTs routine mishandling of injection equipment and single-use 
medication vials represented practices that have been previously 
implicated in bloodbome pathogen transmission. Such practices warrant 
patient notification advising testing for HCV, HBV and HIV [12]. Since 
the clinic had been operating in its current structure and format for 4 years 
and it was not possible to determine which individual patients might have 
been exposed to contaminated vials or equipment, a general notification 
advising testing for patients who underwent procedures over the entire 4 
year period was discussed and agreed upon.

b. Clinic records of persons who had procedures on the days that one or more 
acute hepatitis C cases were identified (July 25,2007 and September 21, 
2007) were reviewed by CDC and the results were entered into a database 
which was provided to SNHD. We discussed and recommended the use of 
these data in the context o f analytic epidemiologic studies to fiirther 
elucidate patterns of infection and identify risk factors for infection. To the 
extent possible, efforts should be made to insure the highest degree of 
overall ascertainment of HCV infection status (i.e., acute HCV infection, 
previous HCV infection, HCV-uninfected) for this subset of patients.

c. CDC recommends and offers to perform HCV genotyping and RNA 
sequencing on all specimens that test positive (or anti-HCV for persons 
who had procedures on July 25.2007 or September 21,2007 in order to 
identify potential source patients and further elucidate patterns of 
transmission.

d. Where feasible, CDC is available to perform HCV genotyping and RNA 
sequencing on specimens that test positive for anti-HCV to assist SNHD 
with the investigation of additional clusters o f infections that might be 
identified as a result of the patient notification and testing.

e. We recommended that reviews o f infection control practices at other 
afTiliated endoscopy clinics should be considered and patient notification 
decisions be made based on those findings.
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Figure 1: Layout o f Clinic A

LebU

PMiMB*f2 P i tM e « 9

12 192

GJ DESAI 000368

0239



Figure 2. Acute hqntilis C  lo pcnons \%Ho underwent endoscopies at CUidc A. by dale 
o f piocedure and onset o f ̂ p u m s :  Nevada 2007

T sbk  1. Chanclcratics o f procedures, stalT isv«h 
hepatitbC:
O ia lcA . Nevada 20Q7

S aaesUietia admiaistered for tncidcat case o f acute

t u U u t Data of. 
Proecdan

Start
TTai^

Typeaf
Blopsyr

is?? -
CascI

1
7/25/07 S:17am Coloaoscopy 133 Yes CRNA

4
CRNA 4 No

Caso4 aa5W)7 I2r35pia ypi” : 13̂ :;. Yes W A 4 Yes

Case 2 W20/07 12:20pm Colomia»iv 170 Yes RN5 : C R N A I Yes
Cases 1 V2im: 9:55aoi Cok>riO«»(V:rj - ••• -^ Y e r
Case r i 9nim 1(h24am Cokmdseopyv ■ No ' Yi»

- Cast 6 1 9/21/07 lO-JOam Cblonscoiir 57 • Yea Yet
Ctee4 ; W2I/07 12:25am CokxiosGibiiv 155 No '''R N l^ 'O I N A 4 Yes
 ̂VCteo;2-- j W2I/07 I:12ptn ypi”

endos6opy ,
_70_. . 1 , C R N A I "■ Yes

Case 5 9/28A)7 9:25am Upper 170 Yes CRNA CRNA 2 Yes

t and anestiicsla adraisutered for iiTaUc 2. Characterislks o f praccdures, s ta f f  involvei 
patiCDls (koowB to be chraakally infected befbrt Ihc procedure aad prccecded ksowii cfinJc associated case* 
patieBth ChHic A . Nevada 2007
la c id c D t

Case
Date o f 

Procedarv
Starl
rune

Tjrptof
Procedure

Eodosco
Biopsy? IV

start
Anesthetist

Mulipie
dosao f
propofol

administertl

Potential 
smirce 1

7/25rt)7 7.-05OT Upper
cndoscoDY

301 Y CRNA
4

CRNA 4 Yes

Potential 
source 2

9 a im 9:49ara Colonscopy 170 Y RN3 CRNA 1 Yes

13 193

GJ DESAI 000369

0240



NVC HCV Genotyping
NS5b Region, 300 bp in Length 

03/03/2008

NVC HCV specimens 

NHANES Participants

1a

1b

NVC Nucleotide Differences:

<1.0% among NVC01, 29, 31 & 41 

>5.0% between NVC30 and NVC01 cluster

2b r C

15% 10% S%
Nuc(eoUde Variation

0.0

194

GJ DESAI 000370

0241



GJ DESAI 000371

0242



Appendix K
BLC Report: Endoscopy Center 
of Southern Nevada
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IMPORTANT NOnCB -  PLEASE READ CAREFULLY

DcMDr.Deat

Enclowd u • Sbfemoiil of DcGckociei and Plan of Comaioo Oil wu goKiiled ai I renih of fie Stus 
Liccntm MBvlaint Invii:i|^on UTcy comfaclcd at jront AcOiqr oo hiuai; 17,20M.

Plata Infieato ia Ihe litht hand colimn oppoalto Mcb defickncjr bow die comctivt actioa will 1»  
arconylbhedfiiclhinafoiiiKllBliawbMiiaffaclrilbyllnJaacitatpiictte; luwaefacilily waikknti  ̂
odieativiiiiilisiioiBitlalBbaaffieied^lludaBciantpcacdct: whitmeasacawinbeputiiitoplacaor 
qnemaliediaii(eaiiBiIeti)aDinmlbatihcdaflclatpacto«fl]iiotrei»; bvwOie Acililywiniiioaitoila 
comciiva actioaa; tfio rapoaiibltpgtyfocaoaiirplMrtnt and/or monltgrfa|coiiyliiiic< with da corniclivt 
actios: amidwaatlcvaleddaMofcoaectloa PkaMa<paid<)ilawlMt«iadic«ed,Ktaiii«caiiylwyairfiIc« 
nd ramnllicangmaltD IheBimiiafUcaisumodCcitiacililHL Your Plan of Onnctiaa(POC)ssat tie 
noanedbydieBtnaniialalataBuIOdaTaaAeiRce^ofdiitleaer. FaOmtoaiibaiitaaaixiplabbPCX îD 
a tbBbly manner may RaoU is laacttana.

die Bsnaa fcovtdca dKw isttractxm for tho mfiHBial dltpide 
ntofatfiasptoccaa. Thofacililyha»aBOH»rtmi»y to nantion cited drfjctmriCTtfaroug>aoisfimnildl̂ iat8 
mohtiaapnnn. bofderteao&ciBylatogivnnidianonntBniiy.ilNbcilitjritnataeadiiiriiteii 
reqtigtfociiifomialdl»palaiqohitloiliiickdingd»lbllc»iii|tofhmialion: I) ̂ octfie deOrieadea idolilkd 
eitha by TAO n m ta or nsBlJtioa/ketioa ssniber teiag dlqntsd, 2) ideost infininalioB (oTldean) aa to 
wlqr dw &cOi7  b dia|ntia( call deficieacy.

Aatalemtttofd < ia dk POC doea not conatiliile aa iiqpUcd miucit for n eiBaohil
Aa esplidt leqoeat fee fcdboml diaruK Raolmiim nsBl ba aidmsKcd at a acpaialo documeat aul laat ifariig 
[ho »aietend»yty«ih.vr formhmlaiiigiPOC AafacoBi>letoialbnBaldb|nBttaobdcopR>ca<«inaot 
delay Os ci&ciive data ofOa kqibnenwiaa of any laKtlaiia be!n( inpoHd.

TIie&ciliQrnayiiiitdlipiitalbafellawing: l)tliepfDeaaiHedtiydieniTaylcamtainvc<ti(alcdi«d«ficieDcy,
2) iacoodinacy to the ciMfcn ordeflMdet betwaea Acililin 3) Incgtiairtiaiy m the citatioa of dafideadef 
from tumy to tumy aad 4) deficicaeia ibat ban a imriiy KsiB of one o( t«a eiict]ii far thoae deSdasdea 
widi a teverity acore of nm aad a acopa m n  of daae.

Public HaUi: for a Safer and HaaltUei Kenda
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Dr. Oesai, Eadotcciiy Ccnla ofSomlieni Nmdi 
02AHA»
P « e l

TlKoolraisrftheitifoniiildbiniereiohilioacuaMbeqipciled. Hsvra.tlieliceoicecoatiaiKilahiTe 
•n •pped liihn iflfariM by hnu 449.170 if inctkiia an iDfnMd.

(NAC)449^851 imlicitc*anciioaBHtbebvoMdfordeficieaandotbav« 
eidw(tooiilniicdScYci%udSc(i^Korc affix ocomcvlhithtTCiievcdqr level of fcur. TbtbeaMi 
iSvisIoaviUuadiieptiileoatinwheaitiiilaiibMbBpoHiiiicdoitfforilieseileficieacu*. hiicconliiice 
wiili NAC 449J9«63. ifae mctfflDi ivigitto fin ill &nHtW fiyJirie

1. Tbe tmpoeltioii of a pita orcemctbm M dtedtdbjr As btneni:
2. Tba Im n n  of 1  pnvitiead UeeoM u  pnwuled by NKS 449.091;
3. H i*  Inpotltlaa of t  limililion on A* OGCupincy of • ntUolial Aciliqr;
4. Tke iiqpotitiaa of a but on tiholnlaai:
5. Moailodiii of the ftoiliiy by die btran;
6. tbe Mil n i i ¥  nt of moBciny poallier,
7.Tbeni{iiiRnieiSlbatlh>fhc^baim|cdlaiipcarilybytFa»n4iponiaedbylIwbuRm; nd
I ,  t b c  d eD ia l, B i i p e s i l o a  o r  K v o c a l i iB  o f  d ie  Hc c o k  o f  ( h e  b c O ily .

Saacdiiai. if ItqpoMd. Win be iniUed accoidiiig 10 NRS 449.m diioai)! 449.170 Bid NAC 449.99S2 Otoatli 
449.99939. Iteln^posltloaofwicdaiitlibuedoadH wrcrilyaidduieopeoftedefidaicyuieSiiedby 
NAC 449.99S61 nd NAC 449.99Ul

If you bave qaoliMtt caooeniiiii Ac iuliuctiiiu comained i i  lU» lener; pleue coeact no It (702) 4IMS15, 
eil.24«L

Slacenly.

<KN,BSN 
HedA FadliV Smveyoc m

Fot Usa M. JoiM. REHS, MPA 
Chief

LMJ/DUU

Eoclosaia: 14 Pip(>>StiteiicntofDeSciencieandPluofOnneo'on
4 Paget Piia of Comctioa Memo
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STATEMENT OP OEFXaENCtES 
ANO PLAM OP C O BR Sm O N

(X1| PAOVDCIVSUPPUERfCUA 
lOCNTFICATION NUMBER:

NVS472ASC

WULTVie CONSTRICTION
A.BU&JDMO ______________
BLVMM_________

C<3) DATE SURVEY 
COMPtET£D

c
01/17/2008

NAME O F P R O W > »  Oft S U PnJER

ENDOSCOPY CENTER OF 50  KV LLC

ST R CS r A O O R £ ^  CnY. STATE, ZIP COOC 

TOO SHADOW U N E  STE leSB 
LASVEaAS»Nvnioe

(X4)jO
PREHX

TAG

SU M M irrSTATEM EN T  Of O CF lC ta iC IES 
{EACH DCnClENCY MUST s e  PfICCEDED n r  P U U  

REOUATOfTT OR iS C  DBCTVYVIQ  MFORUATIOM)

10
pMnx

TAB

PBO^mEirS PLAN O F CORRCCnON
(EACH o a fm e c m e  AC1V N  s H o u io  ae  

CR O SU IST R C N C E D  TO 1HE APPROPMATE 
DEIKIENCV)

c<a
COHIUTI

AOQ

A 10

INITIAL COMMENTS

This Statement of DeGciencles wa» gensratsd as 
a result or a compWnl tnvesBgalion conducted In 
your facility from 1/9rt)a -1/17/08.

Tha sunny was conducted using Nm da 
Adminislnitive Code (NAC) 448, SuigkaU Centers 
tor Ambulatoiy Pata'ants, adopted by the Nevada 
Stata Board of Health on September. 27,1699.

Ttie findings and conclusions of any Investlgallon 
by the Health DMs)on Shan not be construed as 
piohibiling any criminal or dvil InveedQalionB, 
actions or other claims for rsOsf that may be 
available to any paily under appncsUe federal, 
states or local laws.

Forty - four (44) clinical [Bcords were ravlewsd.

The foOowIng compbintsvrois InvetSgated.

Complaint #NV1705»- unsubstantiated 
Complaint «NV17004-substantiated (Sm  Tag 
/U>10,A0S2,A213)

The foiawlng regulatory defidendes were 
identllied.

NAC 44».9a0 AAnm ist^n

Tlie governing body sh ^  ensure that 
7. Tlie center a d o ^  enfbrcss and annually 
reviews written poldes and procedures required 
by NAC449.S71 *0449.998. Inclusivê  incJudlng 
an organization chart These poieies and 
procedures must
(a) Be approved annually by the governing body.

This Regulation is not met as evidenced by:

AOO

A 10

BeAPU
Fnitlen'Mlpg^ imj IVvekimnCnt of

gi!ini.ili«it>n H a l :

fUcaxnc Ihc faciliiy M ic v a  it ii  c»icmiia lo 

fuir) undcrsund ihc facts s id  given the 

r;ici)u>*s tmccre dciir* to conttnictively 

p«HtcipMe renKdioitun in the b « i  iiuere»i 

o r paiicnu and the public health, the fceiliii- 

bas cn fti^ d  in m  najiunal s«en:h and 

rcuincd pticmincntly qualifted 

cpidemMogi&is.

To bssist and e.<cpeditc the process, the 

(KiUy r«i)ucst tlM the Oepvtmeni provide 

H with the epidcmiolosic inlbnniiioii IhBi 

h is been tkvcloped.

P ic racUity inlcods to Tully cooperse in 

in  Hppropriau rcnicdiaiion pro|r*m.

Becsiise all patients who could puieniially 

be a  risfc can be idemificd through the 

faciUy i  iccords. d irea inail notifiCMion i« 

tikdy to he moii efTective and lihiHiUt be 

preTcrrcd nther thtn general public media

nutiricilion-
Oi. a iffa rd  Canol. Seni«  Mi.-di*:il StalV 

Member has been tlcsignned to work mih 

ilic facility'* epideniioiugy comuIUnu and 

tu M iiiu  in de«cli>pins tt«  remediatnn plan.

fdafc>MKiM4tr̂ eflid,Mappra««dplMof«on«cQoaiiiuclb«roluni«tf w$miOday«MVm^g(n»atilMTWiltfd«SeMndeB.

UkBOIW rORY OIRECTOIW OR P»W VOEH«UPPlJE«  J® * R E S E I« r i5 lv S » G 5 O T

(XmMTE

SYAtE’p5Mr
flbrnit\l'iStri/ife£. C -/ ‘ic 'y '

COV011
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$TATEIICWr OF OEFIOBICES 
ANO RAM Of CORRECTION

0(1)  PRCMOeW SUmjEfVCLM 
DEMTVICATION NUMBER:

NV8472A8G

PO) UULmC CONCTRUCnON
A.MLOtlO __________
•.vMa

oo)CMTEsum«r
COMTlfTED

c
01/17/200

NMI6 or PROVIDER OR S im a

ENOOSCOPY CENTER OF so NV LLC

STREET ADDRESS, cnv. STAIfi. ZIF C006 
700 SHADOW UNE STB 1«5B 
LASVEOAS»NV «910t

IS
TAO

suMwrrsTATayiEirroromcNciES 
(EACH DTOENCr WUST sc mECeOCD SY FUL 

REOUUTORV OR laC lOENTmia ItfOfttMaiOfO
ID

PAEFDC
TAO

pMMoeRV PUN OF conRsenoN 
(SACM MRMCTNE ACT10M SHOMO sc 

CR08M9EREMCO TO THE APPROmHE 
OEFOSICY)

CO&U

A 10 Condnuad From page 1
Bawd on obsaivallan, intetvlew, and document 
laviow, Vw tacOty blled to ensure Hie canter 
adopted and reviewed written poOdet and 
procedures for 0ie t  me of single doee of 
PropoM vWâ  Z  «M litst step of me cleaning 
process Ibr (he upper G.I. (gaOiointesenaO 
endoecopy and colonoscopy scopee, and 3. ttw 
use of disposabla Ijkipsy Inetnments.

FIndinge Include;

1. Propofolusa

Document Review

Retrieved from the webaila: www.asirazeneca- 
ua.com/piAllpilvan

Tha Propofol (DIprlvan] medication Infonnatlon
documented '..Olprlvwlnjsdableemulsion lea
alngleHJM paienlent predud which contrina
a00S% Disodluni Edetate to ralan! the rate of
growth of miaoorganiama In the event of

.« » - —  ■   « -  » »» - 1 ■  flGCaOttnlBI OXOflSIC CÔ RBf̂ WvOilt nWBV0r̂
Dlprivan iî ectable amuWon can ata support Iha 
grawtti of micniarganlsina as It la not an 
anlimicrDblaly preeerved product under USP 
atandaids.’ Ttie center laefced poadea and 
procedures for PropoM adminlsMloa

SpotDghtK AmbulalMy HeaUi Care / CDC Vbal 
Hepalltia printed Item tha Intaniet

*lnj6ctfc>n Mfjty
* Use ■ stsrita, singieHKO, disposable needa and 
tyilnge for each kijecdon and iflecaid intact m an 
appioptlate sharps container after use.
• i  -«-------------- —— ----  J - « —us« singw* oom mw ca oon prenna 
syringes, and anpufea wfieit poasUe. Oo not 
admftiistar nwdlcatlona ftrrni single-dose vtals t o

T igA ia

I.

02/«7/10m

F ro p o fo llte

3) H k Gknlity haj iniplcuiciitcd a 
polio', arrnm d by dx GOTcmin; BoJy. 
outlining the strict wticnncc to Ihe 
adaiiiiilralian of F>o|x4bL The poUn- stala 
that all Fnpofol viab m  to b« ubliiK l as 
sin^cJosconly.awTialperpatienL The 
poUcy also sWcs dm iMoUcs and s)Tin(a 
ar« 10 be utilizeJ as single use only and ai« 
to be discarded imaci in an appcopcuie 
diaipi ccntainat innediately afta use. The 
nu »  3iKsdMtias and staff nunes hare been 
infonned and le-eduoilsd regarding the 
nevly in f lementai policy and 
pcotoMls fci single dose \ial nedicalinis 
and needle and qTioge udiistion 
The fadlitv no loogec asea any multi-dose 
nediciiioa riab. The 50ml Udoaiine 
and 0.9*.4 Koniial Saline \ials have been 
disccatiiiued and rcaoved 6oa U>e fiKilit/. 
The 0.9 î Monnal Saline nonr ecows in a pre
filled. sbigle use. V c  labeled î 'ringis. 
Lidocnine im'ecuble f«  use Tidi Fropofol 
has been stained inti) & nha notice. UdK 

Lidocaine is R-isipIeiDenied for use with 
Fkopofol at a kila Jtfe. ̂ ml single dose vials 
vitl be utilized.
b) A ll newly hind nuneaneslbetisis 
and SUIT nines will be orienleJ to the 
Policy £  Procedure Manual and expected to 
adhere u> all poHciei and procedms of ihe 
facility. This n ill induda die policy 
leguihng IVofK^ s<faiinisbilioa md 
pnfK> use of needles and syringes.
CRKA's. MD'a « d » T s  viU be attending 
a Uarasal Piecantions jb Blood Borne 
Pathogen Cou])Iiancy Class oo ̂ /tftCOOt

ifda«danda(aradtBd,ananrawdplaneiS 
STATE FORM

M ida»».fcsa(iraaa.tti;mart..id.id;;a5r '
•  CGvmi

V K fim
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aTATBMENT OF D€RCeiCES 
AND PIA* OF COWlCnOM (XI) raovDevsuppuBvcuA

nEMnFICATIOMNUMBt

NVS472A8C
NAME OF PRGMSER OR SUPFUER

endoscopy  CENTER OF SO NV LLC

TAO

A 10

90} uuTipi£ coNsmucnoN
AKNLOMO --
B.WMQ_________

(HI DATE SURVEY 
COflETEO

c
01/17/2008

9TIIEETAOORE3S.GITY. STATE. 9  COOC
700 SHADOW U N e a re  16SB
LASVEOAa,NV StlOS

8UWIIARY SWaCNT OF DEFWCNCIES 
(EMH OEFOENCV MJ9T BE FRCeeDEO »Y FULL 
iCGUlATOIir on UC DEIfTIFVMO MRMWATION)

Conanued From paga 2
multiple padsnti or coofthe  leflaver contents for 
later UM.
*tr muWple-doea vial* are used, restrict them to a 
centraSzadnwScaBon area or for single patient 
UM. Never re-anter a  vM wUh a  naedia or ayilnge 
used on on« pagent If that vW wil be used to 
wWidraw madcallon fbr anolhar paHant Store 
vials In acoordanca with m anuhdutV s 
reoommsndatlon* and dbeard if starWy 1$ 
coHiproflibed-
■Do not use l» g i or botHes of Mravanoui 
solution a* a  conumn louroa of supply for

n jse  asaptb tschnlqua to avoid comandnaBon of 
stsrlto kilwllon equipmani a id  madleatlon*.*

Interview

On 1/arae ki the aflemoon, the CtiaiBe Nuise 
M M s d  the PropoiDl waa uUized a s  a  muHdose 
vlai to M uca MdaSon during the andoeooplc 
proeadura. The Propofol would ba discarded at 
thaefjdofltMdqr.

On V io m  atSiSSPM, the CeriHed l«iree 
Anesthetist (CRNA) Indlcafed any f>iopofbl left in 
the tnUe after the procedure vrouMba used for 
the nod patient Tin (><NA would olilain a  new 
syiiiga to wMtdraw ttw medlcalian.

On 1/1MM in the Bllemaon, ona CRNA indcated 
that ki ttie past aw PropoM was not uaed a s  a  
single use visl The PropoM inair be used for two 
paHents. The CRNA stated a  dean syringe and 
nesdia would be used for each paOsnt

The center M ed to e n s in  manufactum's 
racomtnendaSona for ekigle dose use tor 
Pmofifrfl wwrwr tV|Â IVI W*e lUVWHIMa

p
FREFOI
TAO

A10

FR0VBER9 FLAN OF CORRECnOM 
(E ^  COftRECnvCACnOM SHOUU» BE 

CR08MEFBRS«a>-------------------TOTHEAPPftOFfMrE 
OEnCCNOV)

Tig A iA (ConUnuslkn o( P n ^ c^
c) All 50ml Fn^rol\iablnvE been 
macved from the bcility to prevent excess 
Propofol remainû  in ̂  \1al following a 
polien 3 pccedm. The nuoe aneslhetisU 
hnve been re-educated ihal > 1 1 Propofol 
\-iiil9 me singlo paliem use onh'mi 
Propofol lensining in the liil or s>Tinge 
foUoinig die patient's procedure is to tw 
disposed of imoKdiately. haw also 
bm  re-adiienlail rcgnding needles md 
t)Tin$es being sin^ UM only. The mine 
anesdictisis have sipwi a niiltcn notice 
acfcnowtedsing dtey have been infcnaed of 
the revised practices expected of ihem. The 
onira mining slaff has been inToniied that 
all mlti-dose medication Tiab havt bom 
removed from the facility.
d) (^mterly chart audits mil incbde 
Wiesthesia Rconfa that vill reOea lbs 
'CRNA's coiDpliance widi facility policy anJ 
procedures.
e) Dipak Desai NID., Xf^cat 
Dittcta. Clifford Csnol. MD.. Senior 
Medical aafr Member. Katie Maky. RN. 
Directn of Nuniiig. leOiey Kiueger. KN, 
Nuise bbmger. mil oonJuct chart audits on 
ancsUiesui tccoids fbr complianct.
0 Dipnk Desai. MD.Medicd
Dinctor. ClifTord Canal. KID.. Senior 
Medical Stiff Member, Katie ).faley, RN. 
Diicctot of Nming. Alttey Xtueger, RN. 
None Kfan^ will be responsible for 
accoroplishiî  and raooiliving ccmptimcc 
with the corrcctivt action, 
g) Date of cwre^on is 17/08.

Please See Exhibit A-I. AO

Vs.ta.od.;awdlai-an-aB»owlfgactt«jfaoini.tb.na^«>ah10d.>.dfc»caW o<sJs«staa^J^^ ^
STATE FORM «• 06VS11 f

onxanjETi
OATl

n m n m
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NVS4T2ASC

CO) UUUVU CONSTRUCnON 
A.8UUM0 _________

0C3)DATCaUKSfCr
COUPlfTCO

c
01/17tt0Q8

NMC OF FMMOCK OR aumjER 

ENDOSCOPY CefTER o r  SO NV U C

snver iwoiim cnv. «TAm <r CQoe
TOO SHADOW U N E  STB 1«5B 
LASVE0A9.NV M109

TAG
auMMKT sTATaeiT cr DCTiceaaes (EACM OEFICCHCV UUtT K  nvccoco irn u . 

nESUATom OR u c  OBnFy*i8 wnutiMnQN)
o

PRERX
TM

movoen ruM or comscTKM 
(CMM comvECTive«ciiaN (Houio M 

CRosMEPCMNcai TO n e  AmnpnAn
DOBc su u n
WK

A10 Conlinuad From page 3 
2. EmPmiar-anzymaliG dalargant

DaeunwnI Rsviow

Tha dmcVon for usa o( tw EmPowsr-dual 
enzymsiic datargant printad on tha bataa 
doeumanlad ■ ...Uie tash EmPower (anzynwUc 
dalaigart) tar aadi andoKopa or sat ot 
tmtunanli. Olicaid dlljtgd Eird>owar tokitlon 
altar each uae... Manual cleaning:‘Add 1 ounce 
(1 pimp yWda 1  ounct) o( ooKanbaia to one 
galon of warn vratar (08 dograes Pahranheit- 

■ 104 degtaai Falvanheit) Soak InalniiTwnIa Hit ■ 
mkilnuniofl minuls.'

Tlia Fvjinon Soopa trahlng Informatian 
dooumanM - „D. ClaanliW-^*. dataigant 
•chiton ihoiAl ba uaad tor aach andoaeopa ta 
pnivaiitcroaa-contBniInadon_.*

Employaaa Orlantallon and Training Potdas and 
ProcAdkjret

111  Al naw amployae* are Irainad to KM 
apacHlcallona of thalr]ob daacripdoa Each new 
ainployae Is assigned io (he c h ^  nurta, or 
supanMhg aniployee in Iheir poeillaa fbr a 
pailod ol tkna of not laaa than one wMk to train 
and beconM iBinnarviiah lha dudes lequhad of

A 10

Otnanatian

On VKVOa, step by step Instnjctian hr use of the 
Fupnon 0-6 Endoscopes Clea*ig and Hlgft- 
ievsl DIsMsction was dlsplayad on Ihewal over 
the dirty sink area where the scopes mra

Tag AID
2. Eaficni'er-aujiutic ddogou

a) Tbeeialitjr'sstaitrrinnrilyUieai
leclmtciaa Inn bctn R-eduated and 
tnined tiM proper pculocol for laing the
cmjmilic cieining deteigenl. They were 
inaiucted dnl (he whilicn pB dnngeJ out 
foUoving each scope's use. The policy has 
also iieai miseJ to reflect this change.
Then are now laninaleil tonus ilincdy 
above Ihe bhie twins n  the processing nnia 
irainicting the GI lediiucian on die proper 
dihitionslRngIh of Ihe cnz>iwilic cleaning 
lietergenmi changing the soiiMim after 
e.'Kh Scope is clemd.
b) The clinical competency checUist 
dial eadi new sudfmeiiiber leceira in 
orioitiiticn has been revised to inchide 
qMcific inslnictions relaled to propei scope 
cleaning practiceis. .All new GI ledinicians 
Till be oriented and initially trained 
aoMfdingto die Ikility’s [Nicies and 
praceiJutei. including dioM policies related 
to scope dcning
c) The Goranii  ̂Body has approved 
die icvised facihly policj' lelaling to pfoptr 
scope cleaning proceduics. Each Gf 
technician at the facility has signed a memo 
acLnoviedging diey hire K*d and been 
mfbnned of dw proper ptMocol for <hangii« 
and replacing die aiQinatic cleaning 
deteigent. Laminated fbims hire been placed 
diiecdy above die bhie basins in die 
processing room to ccnliniiously remind 
sta£f members.

02/07/2008

Tha step by at«p Inatnjctions tor ttia
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coSunMn

A 10 ConHnuad From pags 4
GadraMasttnal Technlcisn Identified the 
Mowing::
I.PieclMnlng
ZLaakTeit
3.ManutfCleanins
4.HighLMlOblii(actlon
5. Diy Ail Hama, fkjch and wipa with Alcohol 
S. Storage

On m am  «t 3:3SPM, afler tin procedure was 
complelKl, the Gl toattralntailinaO technician 
flinhad the andoaoope In the precedum nMin. 
The endotoope wa> then taken to the 
raprocaaslng mom for thorough enzymatic 
dateryent doanbig and diifeifactlon. Tlw 
endoaoope waa checked for any leaka and then 
placed In a tub or Empower enzymatic detargent 
aokitlon. The endoscope wee deened by a 
douHe headed bniih and than attached to a 
scope buddy for adddonal deenkig. The 
endoaoope MS then rinaed ki walar and pleoed 
In the automated raprocasslng macNna: 71m Gl 
tachnldsn cleaned two endoaoopes after use on 
oOwr petlent* before dlKenllng the enqmatk: 
d e le r ^  adullon and water rtnseL

Intenrlew

On inorae at X^SPM, the Gl technk̂ lafl 
IndkaM two endoscopea wouU be deanad 
before the enzymatic datetigent Bokitlon and 
water rinse waa changed.

oh 1/KVD8 at 3:39PM, the Chaige Nurea 
conflnned the enzymatk: detergent sokitkm and 
wQler rinse was changed aller two scopes were

A 10

bn 1/1MM at B.i)OAM. the Diractor of Nursmg 
indfcalad the enxymatk; detergent solution was

Tag A10 (Contlmuliin gl EnvPoam) 
locfanicim at the bcility hu sgMd • I 
acfaic<aledgiiig the)-han lead md been 
infoniled of Ihe pcoper pnXMcI for changiî  
and tepbciny the oizynalic cleaning 
lieleigM Lamiiuted fonna haw been iibced 
directly abme Ibe blue basins in the 
piwxsaiiig room to continuoiisly rcminl 
staff BKmbcxs.
<1) Hk JeffityKnieger.RN.NixM 
Manager or charge nme will conduct 
qwrterly corapetency testing on aU staff dut 
are lespoiuible for die proper practice of 
cleaning the scopes. Katie Xlaby. RN. 
Directcr of Mvsing and'  ̂Jcf&cy Kmegcr. 
RN, Ntne Kianageiinll review any net; 
ptoducls m l or eqoipgxm intnxbced to 
f ^ t y  prior to being uti lized for ny new 
procedml changts or impkiMnlatiara 
e) 'DieJefficyKniegir.IiN. Nurse
KCarnger will continuous  ̂obsen« and 
ncnitor (or compliance widi die pn<pcf 
practice of deanii^ die soopei Tiadai  ̂
bm  accounts payable nill lereal an increase 
in dK quantity of nujnatic cleaning 
deteigent being ordoed and utilized

ThfJcffiey Kmegcr. RN. Nurse 
Manager will be lesponsiMe for the 
complianse.
g) DaleofcpfTtctionisl/TDS.

Please See Exhibit B-l, B-2. B-3. B-4 B-5

■ncitadvaaappraMdptagfci
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ConHrucd From paga S
ctiwiged alter two «nd06C0pes warn deanod.

Onl/ians, th* Gl technician was aiked to 
daicriba lha maasucd amount o( Empower with 
what amount ofwater. The OI technldan stated: 
'Add 2-3 pumps not sura tha capadly of lha 
basin. I do not h8v« an mswsr to that'

On 1/1008. tha Dkaetor of Nursk« Indlcatod: lha 
stair had bsan hstnidad on lha ratio of BnPmrar 
to water. The hdador Ina on lha Ijasin was 
maaturad for 21/2 to 3 ganoRS. Tha anMunl of 
SnPovwf was ttirsa pumps.

Thara was no documanted avidanoa to ensure al 
employeas had kmMtedge the manutecturer  ̂
racommendatlons tor tha mbttura of Empower.

3. Disposalite kis&uments

TTia poUdas «nd procedures w re not updated to 
ranact the tec«irs current praclice for Ihe use of 
dnposable equipment

interview

On 1/lsna, the admkilstiaUve staffkidlcatBd the 
todHy used disposatile titopsy Instrumente. The 
poDoles and pncedwes had not tiesn updated to 
reflect the cunent practlsa.

The admlnlslrator ISsiled to ensure the policies 
and praoeduras wera evalusted and levteed to 
reflect tha cunent practlcd al tha center.

Comptalnt«NV17004

Seveiity:4 Scopa;3

s
PRffOC
TM)

A 10

Plesc See Exhibit C-1. C>2

P R O V n S re  P U N  OP CORRECTKM 
(CMH CCRRECTIVe ACTION SHOmO BE 

CRO SS«EFEfl£IICED  TO THE AFPROPRMTE 
OenClENCV)

fmcom m
MTS

TagAlO
3. Dispos

Tbe^Ucj'hasbeengpib^to
re f le c t th e  fac ility**  p n c t i i ; e  o f  u t i l iz in g  o n ly  
single use. dbpoMble biopsy fcfccps anj 
sntves.
bt NoothmshouMke jffcdeJby
thia deficient fisctict The policy hm been 
levis&l All new utallf iDenben havo been 
and will cmtinue lo be propcdy trained Uut 
all biopsy forceps md mares «  singlo use 
only
c) Theljxieliiiley.Rhl.Dirccteor
Ntning has rei-iewei] the ratiie Policy 
Ftoceduie ncuiual md i^ ted  and revised 
all necessary policia to relTect the bcilitys 
cunent pnctkvs. The Oonming Bddy has 
jppnred aU nvisions. .All policies irill be 
periodically reiiemd. noc less Ihm « leiBt 
once a yew fut updates ami revisions
d) The Policy AFtocedure Manual 
Kill be periodically reviemd. not less Uion 
at least once yearly for updates and 
revisions.
e) The Katie Kl^ey.RKDiiecloc of 
Nufsiiig tnll be lespcnsible (m maintaining 
current policies sand praoedutes that reflect 
current practices of the 6ali1y.
0 Date of completion if 2'7.<0S.
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Continued From page S
NAC 4 4 9 ^ 1 AppohtmcnVResponsibiStlss of 
AdnMsMor

6. Tti« admlnistialor ihal:
(b) Annually davalop, evakiala, revba and cany 
out pddes and proQBdures for lha center. 
ThItRasulalion lsna(me(M«vldanosdby: 
Basad on obaarvafion, Marvlaw and ravfaw of the 
ponds* and praoadurs, ttia canlsffaled to 
ensure th* admMantoravaluatod and revla^ 
tha polciaa and piooaduras far Ilia cantor.

binding* Includa:

1. Propotol use

Doctimant Ravtaw

Rabiavad ft«n ttia websta vniw. 
usxom^nUprivan

The PropoM (DIpclvan) medication InftMinatlon 
documanlad ’ ..Diprivmk^adabtaeiiHilsibnisa 
slnglsruaapaiantaral product wlilch contains 
O.OOSK Disadhim Edelata ts retard ttia me of 
grcmth of mlRoorgsnlsms hUis event of 
acddsnlal aidrinsic contamination. However, 
Olpihnn i^actable emulsion can sW support the 
grawtti of miODorganisms as It is not an 
arttniopMaliy preserved product under tg P  
standants.*'nw canter tackad polclea and 
procadurss far Propofol admlnistrallaa

SpotHghts: Ambulaioiy Health Care /CDC Vital 
HapsWs printed ftom the Internet

li^ectiansafe^
* Use a staita, sIngieHjse, disposabts needle and 
syringe for each ejection and discard Intact In on 
appioprfata sfeaips oonlalnar after uta.

A52
A62

T*gA52
I.

a) The fxility has implanciled a 
policy, npprmed by the Gm'tming Body. 
oiKlinuig the strict aJieraue to the 
adninistnition of PropofoL The policy stales 
that ill Propofol vuls ae to be utilized u  
nngle Jow only. One nal pet puienL The 
(H'iicy iIm states Ibat needles and syiinges 
ue to Iw utilized as si^ e uw only .md are 
(o be disctvded intô  in an appmpriaia 
shacp9 ixmaifwf imowdbiely aAcr use. Ute 
mne anesthdisU and staff nunes boKt be«n 
infonneJ nid re>«(bcaled r^vding the 
newly irapkmeoted polky and pcoper 
protocob fix dow vnl rocdic^i^ 
and needle and symgs iMiJizMkm.
The tadUty no loiigjtt uses any aniUi-dose 
nwdicatiocl \ialL Tbe 50ml 2H Udocaine 
and 0.9̂ 't Nocm̂  Sdine Tiala be«Q
diacoDtinued toMrenOved tirom 11^
The 0.9̂ « Normal Saline new cccnes in 9pre> 
filled, single use, 3cc labeled ̂ Tiitge. 
Udooine iî ecttble for nse trith Propofol 
has been etcpp^ unbl father noticê

Lidocaine is rc-tn̂ lemeiited foe use with 
Propofol at a later date. 5inl sin^e dose viab 
win be utilized.
b) All ncviy lured lAmeanesltietists 
and stafiTnucses will be criotted to (he 
Policy .& Proceduf« Mamjal and expected to 
adhere to all policies mJ procedures of the 
CM:ility. This will include the policy 
regarding Piopofol adminutndcNi and 
proper use needlea and ̂ ta^es.
CRNA's. MD*s and RN*s wi& be atteoding 
a Uurersfii Precauions £  Blood Bcfne 
Pathogen Conplianc)' Cbisit on 2i 19/*008

ST A T E  FO RM  • •  CQV011 f a
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TA3
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AS2 Continued Fmn pag« 7
OlM akigls-doM madkatkxi vlali, prefllled 
tyringet, aixl ampules when possible. Do not 
adminMgr medlealions ftotn 8kigl»do«e vials lo 
multipia patents or combine leftover contents for 
Msruse.
*lf muMple-dose vlats are used, resblct diem to a 
oentnlzsd nwdicatlan area or for single patient 
use. Never re-enter a vU wtti a needle or syringe 
used on one patlsnt tf that vial wM ba used to 
witidiawinedleallonforancttisr patient Store 
vials In aocontance wtti iranufocturei's 
rsoomfnendallona and dscaid If sterilKy Is 
-compnmlssd.
*Oo not use bags or battles afintravsnous 
sokitlDn as a common sowoa of supply for
multfpto pEitgftfT-
*U(e aseptic iBchnlqus to avoid contamination of 
starts Injection equlpmeN and medlcatlane.*

Intacview

On 1/9M6 in the aftomoon, me C tai^  Nuree 
Indlcatad Vie Propofol was utilized as a ffluitldosa 
viri la Induce eedafion during the endoscopic 
procedure. The PtDpohl would be discanled at 
the end of the day.

On 1/1 (M» at 3:59PM. the CeitWed f«n e  
Aneslhellst(CRNA) Indicated any Piopofbl len in 
the boWe alter the ptooedure would be used for 
the next palenL-me CfVIA would obtain a new 
syihg* to wUhdiaw the msdicatioa

On 1/1 a w  In the aftamoon, one CRNA IndicaM 
that h  the pasttie Propofoliras not used as a 
single use vial. The Propofbl may be used for two 
patanls, Tlia CIWA stated a dean syringe and 
needle would be uaed for each patient

The center tafed to ensure manufteiturai's

A52 Tag AS2 (ConUratlon of PniKifcO 
c) .Ml SOmiPropofcil rial* have been 
rcnwTcJ ficm d» facility to prenni m.tss 
Frc^fol icffiaiuing in the rid fciloiving i 
patioit's prMedure. His nui» aneshdisu 
hn e beta le-eduatsil that all 20ml Piopofol 
vbis arc sijigle patieot use only anJ any 
Froporol leminingirt the vinl oi syiinge 
falloK’ingtlx pxlirait'i pfocedure is to be 
JisposeJ of inoedialeiy. Hiey hare also 
been iMducated i^gudiiig neaJlei and 
47itiga bemg nnele use cnfy. The nine 
iue«heli» have signeil a niitten notice 
•cknomicdgiiig they hn>e been infbmied of 
the tensed practices expected of them. The 
enliie nursing staff has been infonned ihal 
all niuili-dne medication vinis hnvc been 
reniovcd Irani the taalily.
J) Quarterly chart audits Till include
anesthesia nooiik that will reflect (he 
CRN.VS coinplianct irith facility policy and 
pcocedurea.
e) Dipak Deni. M.D.. Medical
Director, Clifford CairoL M.D.. Senior 
Kledical Staff Member. Katie Male}-. SK, 
Director of Kuning. JeBiey Knieger. RN, 
Hivse Kfnnager, mil conduct dnrt audits on 
anesthesia nconb lor conipliaace.
0  DipalcDesi>i.K(D.Kledical
Director, Clillcvd Caml. M D.. Senior 
Xledicsl Staff Mdaber. Katie Maley. RK, 
Director of Nursing, }el&ty Knieger, RN. 
Nina Kianager will be Ksponsible for 
accotnplidiing and monitoring cocipliance 
with die ccnectii'e action, 
g) Date of conecncin is 2/7;DS.

Plea* See Exhibit A-1.A-:

anappnnwtptaricaracSaniiiualbeialwiwtalbilOdaiaallvnoaliilalMaalMfnrito/iUoEne:
- •  CGV911 fi
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Condnued From page 8 
raoornrnendstions f x  singie d086 use for 
PropoM were followed.

2. EmPower-dual enzymatic d e f e a t

2. Observation

On 1/1(V08,stapbystapbistructkinforuseofthe 
Fujinon 0 4  Endoscopes Cleaning and HIgh> 
level Dishficbon vAS dtaplayed on the wall over 
the drty sMc area wtiere the scopes were

TIm  step by step Instnictions for the 
GesM)tftStinal Technician Identffied the
IbOowliv:
1.Prsdeming
2. Leak Test
3. Manual Cleaning
4.HighlMlDiilnfeedon
6. Diy A8 Rema, flush and wtpe wSh Alcohol 
6.S t o r ^

On 1/KVOS at 3:3SPM. after the procedure was 
completed, the Gl (gastroMestinaO technician 
flushed the endoeoope in ttia prooedura room. 
Tlie endoscope waa then taken to the 
reprocessing room for thorough enzymalio 
detergent cleaning and dWnfactloa The 
endoscope was checked for any leaks and then 
^aced in a tub of EmPcMer enzymatie detergent 
solution. The endoscope was cleaned by a 
double headed b n ^  and then attMhed to a 
apope buddy for additional cleaning. The 
endoscope wpa then rinsed In water and placed 
In the eulomatod reprocessino machina The Gl 
technician cleaned tvm endoscopes before 
discardhg tfte entymatic detergent sokitfon and 
water rinse.

D
PfttFK

TAQ

AS2

PROVBm PtANOFCOAftECTKM 
<EACH CORRECTTVE ACTION SHOULD SE 

CaoeS«EF6RBICS) TO THE APPMPRATE 
OEnOGNCV)

T*0A52(2)

A) Ihe focitity’s Staff, |viiii9nJy the 01 
(edniciana bM re-educated amJ
traioeJ on the ptoper protocol for tffing the 
enz>7mtic cleanup detergent They xrete 
instnjcted that the solutioa geu changed out 
following scope's use. Ihe policy has
also been revised to reflect this chmge.
There are now laminsied focms dicecdy 
above the blue basiitt tn dte processing fooiu 
instiwtisv dM OI techflictaa ca iIk propCT 
dilution Sitrength of the eiû iiiatic ckaning 
detogent and changing the sohaion after 
each scope is cleaned
b) The clinical conpctacy checklist 
that each nev staff manbcr receives in 
crioitatico has been revised to include 
qmafic instnictions related to prop« scope 
cleanit  ̂practices. .AlTnewCHlediucians 
vill be oriented and initially trained 
according to the &cility*a policies and 
procedures, inclodiiigthosepc^es related 
to scope cleaning.
c) The Ooveniing Body has apprcnred 
t^  rcTiMd £Kil^ policy reikii^ to proper 
scope denning procedures. Each Gf 
technician M dw facility has signed a memo 
acknowledging diey ha\*e read and been 
infonned of dw proper protocol for charging 
and replacing the enz}matic cleanii  ̂
detergeoL l,aminat»i forms have been (rfnced 
directly abo\'« the bhie basins in ^  
processing rocro to contiouously icnind 
stsUTmenibcrs.

(»)MancTi
OAIC

02^7/2006

^deto»ndA'awcftad.anappcp<i*dplaacCoQn»doftfnustfaef»ttfwedw«̂ lOday>awig>ioe»lqfW>sta»e(nenioldeSdei>3a£
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AS2 Continued From page 9 

IntBivtew

On 1/1CVD6 at 3:35PM, the 01 toctinldan 
Indtealad two endosoopee would be cleaned 
before the enzymatle detoq̂ ent soMion and 
water rinse WM chanQed.

On 1/10A)8 at 3:35PM, ttie Chango Nurse 
conOnned the enrymaHc detergent solutioo and 
watar rinse was changed after two scopes wsrs

A52

•On 1/16/06 at 6:00AM. the Director of Nursino 
hdfcated the enzymatic dWergentsolutton was 
changed efler tMO endoeoopee were ctoaned.

On 1/16A)S. the 01 technician was aafcM to 
describe the meeeued amount of Empower with 
what amount oC water. The G1 tochnldan stated; 
"Add 2-3 pumps not sura the capacity of the 
basin. I do not have an answer to thaL"

On ttM N r « ^  or Nuretaig Mkatsd: di* 
(WT had bawi IrntnjeM on tti* raSo of EmPower 
to watar. TTia indotor Ina on tlw badn was 
meatmd for 21/2 b  3 gaBon*. Tlie amount of 
Empower was thfoe pumps.

Tlwa was no doeuirontBd avktaflce b  insure all 
empioyws had knowtedge tha manuCuhuBi'a 
laeommandaliona for lh» mixture of EmPovvsr.

Document Ravtew

Tha dtacton for uM of the Empower-dual 
enzymatic detwgent printed on tha botUs 
documantad * „.Uaa ftaih EmPoimr (enzymatic 
dalerganq for each endoscope or wt of 
Instruments. DtocsfddButed Empower solution 
aReraaeiiut«„. Manual cleaning: *Add 1 ounoa

Tag A92 (2XConliniialion)
d) Hk JefficyKnKgcr. RN.Niine 
Kfaoagcr c r dharge noise 1^1 conJuct 
quuteriy CDopuency testing on aU staff d»t 
are reiKwible f«  the ftopct practice of 
ckaninz the scopes. Katk Malcy. RN. 
Diiectpr ot'Nia;sin( and'or JeOreyKniegei, 
RN. Nwse Mamger wiH review an>- new 
pioducts nvl or «]uipaicnl introluceJ to 
liKility priot to being niiliied fof an>'new 
pioceikiral changes or in̂ knienlatioDa
e) Hie Jeffrey Krueger. RN. Nuns 
Kianager will cofllinuoiisfy obsesra and 
monilot Ter cooplianM wilh th« pniKi 
ptonica of cleaning the scopes. T iad^  
from accounts p ij^ e  will ie\Tal an inaeasa 
in the quaoti^of eniyniati<; ckaniag 
detergent being Ofdend aod utiliaad
f) The;et&eyKnieger.RN.Niise 
Manager vill be lesponsible foe the

g) Date of cmactlon is 2/7/01.

Pleas* See Ediibil B-I. B-2. B-3. B-4 Bo

oao7/2tjoe

rdaWandaaawOW.anai>tro»»i)|iiwa(5 
STATE FORM

itbaiaUnaJwMnlOdayaaitvracalptcttaa' 
" "  oovoti
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PRINTED: o rn iaO M
FORM APPROVED

sTAiamr or DEFICENCC3 
ANO nAN or cowccncM «)) pnoMDEivsumjeww

newnnCADON NUMSBk

WVS472A8C

(O) W Iim E COtaTRUCTXlN
AauUHNQ __________
B.WM1_________

eOlMTESUIVEir
coupirtio

c
01/17tt00S

NAME OF raovcER on s u n u H  

ENDOSCOPY CCKTER or so NV U.C

Sm £T  AOORESSL CIIY, STATK zr CODE 

700 SHADOW LANE SIC 1UB 
LASVEOASiNV mO*

(X4)0
PREFDC

TA3

A S2

SUMMARY STATSeiT or DEnOatOES 
(EACH DBCDICV MUST H  PSECEOCD pr n u  
REGWATOnr OR u c  DCNrrviNa MF0RUATK1I4

Continued Fram paga 10
(1 pump yMddounca) of concentrate to one 
galon of vram water <68 degree* Fahrenheit • 
1M  degree* Fahrenheit) Soak inslnmients for a 
irMmum of 1 minute.”

The Fujlnon Scope baMng Mbnnation 
documentsd '-D . Cleaning-.2a. Freih detergent 
idutlon should tie uied tor each endoscope to 
prevent cross-contemlnaliDn..’

Employees Orientation and Training Policies and 
Pn»edues

* a  AD new employees are trained to the 
specHicBtions of their ]ob desaiption. Each new 
stnployee Is assigned to the G h ^  nurse, or 
supervislna employee In their posMon, tor a 
period cf tkne of not lees then one week to train 
and become lismllar with the duties required of 
thsin.*

There was no documented evUenoe to ensure el 
smpkiyses had knowledge «M mamrftetiuei's 
recommsndations for the mtxture of EmPcwer.

3. Disposable Biopsy tnstnunents

Tlie poGdes and praoedures were not updated to 
reflect t>» fsolity  ̂current practice for Itia use of 
disposable biopsy Instruments.

Intsrvtow

On 1/ieraS, the DIteclor of Nuning Indicated the 
(adity used dbposable biopsy instruments. The 
poldes and procedure* had not been updated to 
reflect the current practiceL

The administiatDrfaOed to ensure the policies 
and procedures wsrs evakiatad and revised to

o
PRcrai

TAO

A 52

PnOVIOEirS HAN o r CORKECnOM 
H OOmECnve ACtlON SHOUO BE 

g HCa>TOT«AHWBIATE 
OEFCCNCV)

TasASZP)
3.

■) The polk)'h» been updated to
rcflert Ihe &i:ilil>-'s practice of uUUang only 
suifle iM. <Uspc Îe bwpv foi«p9 aad

n  No c4has should be Directed by
IhiJ deficient pncdce. The policy has been 
misnl All new sbff memben Im  been 
and will contiiiue to be pcopeily mined (hot 
all btcfsy fonxps and mires an angle use 
only.
c) TlieK3lie».faley.RN.Diieclorof 
Ninii^ hn9 imeved die ertire Policy Jt 
ProctJure manual aid updated and revisM 
all neceaay policies to leSect the bcihty's 
cunent pracii^ llie OoTCming Body has 
appoKd ill! rerisicra. All pcilicies will be 
periodioilly nvieved. oc< kss thin at taist 
c m  a year forupdates aid reiisions.
d) Hk Policy AlVxedare Manual 
irill be periodically miened, not less flian 
at least coce yearly fw tvdates »d  
revisions.
e) The Katie Male)'. RN. Director of 
Mursing mil b« responsible for muntMmng 
eutient policies sand pnxoAns Hal rellect 
ounait ptKticea of dw liKilily.
[) Date of completion is 2/7.X)!.

Ple»KSccE'diibitC-l.C-2
ro»lleleiiciw«faclleil.iiiawioi»ed|ianatoon«cllooiimalb«i»>«ned»»«to1Biia)!ia>iiifr»e«Wct»<s«>alewn«Bf5 
STATE FORM COV011

COMni
OATI
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PRINTED: 02A)1/2008
FOftti APPROVED

5 T A T H M T  OF D C n C e C tE S  
AND PIAN 0 ^  CORRECTION

(xn fRovisvsumiEwcw 
oamncAiioN HuuscR:

HVS472ASC

0 9  UULTPIE CONSTRUCnOM 

AWUWO
■lWHQ ____

POIMTISURVET
comncTD

C
01/17tt00<

NAME O ^  MWMOER o n  S U m M R

ENDOSCOf*Y CENTER OF 80 NVUC

STWET M>OReSS. OTY« SWT& Zr COOS
700 SHADOW 1>N6 STE leSB 
LASVE6A9;NV moo

o w n
MBFM
TAO

(CMMC
RfiOUlAI

ftMMCVSTAiateiTOF OEnCCNCIES 
OERCCMCV MUST K  PRECSED SY FUa 
JOirr OR laC rafTTYINQ MFORWMIOtO

mOMOEirS RAM OF OORRECrnN 
(EACH OORRCOTBA ACnON SHOULD K

-------------BcaToncAPPROPRwm
OEnoeHcv)

9mDOMnjETl
OMt

A 52

A213

Contlnufld Frmti page 11
reflect ttw current practtca at the center.

Complaint «NV17004

Seventy; 4 Scope:3

MAC 449.9945 Admfailsfmtionmeoort] of 
Aneethesia

1. Anetflietics must be administerBd In the 
operating room of on ambuMory •urgical canter 
by an aneslhesfologltt, a quiinad pl^idan, a 
-dentist or. under lha duedion of the operating 
physlden and in accordance whh the provisions 

dwptoresz of NR8 and the resuMona
 *  - - *  — J  — -----  m A - - -A*  ̂—* — - — *MOpwg purauam piwiDi « conmsa rag w rea

A92

A2»

TNiRsgiMian bnotmatassvldencwlby: 
Baasd on biMfVlaw and document raview, Ihs 
oentar Mad to ansura ansslhellcs wora 
admbiMmd by CRNA (nrtiriad reglitead nuna 
anetlhaStQ In aoootdano* with tha provisian of 
Chiptsr632 o( NRS and tha ragutaOons adoiMd 
punuanl thereto eatlfflad regtstorad nursa 
aneslhalM.

Findings Include:

Nevada Stala Boacd of Nuralng-Nevada Piadica 
Act-Revtoad May 2004

MAC 632.510 Parfacmanca of dufia* In 
accordanoa wVh giidaines of bdKy 
A oafHIM ragtatored nurta anedhaUst practlng In
■  fK S y  ihal praclioe In aoooidanoe wWi wrWen 
guideOne* and confoim to NAC 63^500 to 
B3Z560,malu*lve.AreviawofOiegiiideenaa 
may ba oondudad by tha Ixanl to dalannlne If 
they contxm to NAC S32.500 to 632.550, 
(ncknlva.

fd » f lc tw J* ia re d to d ,a n ip p ro i» d p tif io tq m c « o o n K trt tn f tu m a d w it^ 1 0 < a y » » ftiffo M p < o ^ lh ii  iw m n in lo f  
STATEPORM — CGVDI1
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PRINTED; ozniaaos 
FORM APPROVED

STATEIIEHTOrOEraENCEl
AND PUN or coNRecnoH (XI)

■DCNmCATIONMJMeEK;

NVS472A5C

(O) um m E coNsrnicnoM «oiMTiauRVEr
COWlfTBI

NMs cr PMViaEii OR supncR 

ENOOSCOPy CENIBi OF so  HV LLC

t n o e r  A o o n s K  CITY. STATE. ZIP Cl 

7M SHADOW UkNE «TE lis a  
LAS VEGAS, NV SMM

TAa
•aaiMiY nATEUD«T or DEncacca 

(EACH OEnCBIor MUST K  pnscsKD nr PUU 
REOUATORY OR ISC DBnrnNO >MaiAT10N)

D
PREFK

TXO

P R o v n m  n A N  O F c o R R E cn o N  
(EACH r a m C T I V E  ACTION W O UIO  K  

C m S M E F E R E N C a tT O IH E A P P R O P R K R  
DEFaCMCV)

1X9
w i c n

» i s

A213 ConOnued From paoa 12

I.Profiolblus*

Document n«v<ew

Retrieved tarn  the wabsita: www.ssbazaneca- 
usjsnVplftl^rhBn

Tba Pfopofol (DiprNan) medcation jnftxmMion 
documanled *...Dipiimli4ac(*MsiTMjls)onba 
ilngla-wa paranlaral pcoductwtilcli'coiitslna 
aooSK DiaodKiin Edatala to retard tha rata or 
-grawlh of mfcraoiganltais In IM avam of 
accMenlil aidilnalecontainhalloaHowiawef, 
Olprfvan li^aciabla aniuUin can stn support the 
Snwlh of micnaissnisins aa It is not an 
anflmiooliialy piasaived piDduct under USP 
standards.-Tha canlor lactod poWaa and 
procadures for Pnpofel adrnimstiallea

SpaUghla; AmbulalBfy Health CaiW CIX: Viral 
HepatHs pifRlad Itam tha Intsmet

Iniackm satoty
* Use a stsilia. sin g la^ , disposaiila neadia and 
syringe tor each hjsetkin and dacafd intact in an 
appropiMB aharpa contalnar afler usa. 
njae alngla-dosa medtoalian vlafs. prellM 
qringeai and ampulsa'whefl possUaL Do noi 
admMsler madc^lans tPDin singiadaee vials to 
muMpIs paHenta or combina ieflover contents for
bISf UM,
‘ tfnuUpla-doaa vials ara used, restrid tham la a 
oentrebad madlcatlan area or for shgla patent 
ue« Navar ra-anlar a vial with a naadia or syitnsa 
used on one patient 7 that viat wil ba used to 
wUtdraw madkalion Ibr another patient Store 
viais In scooidanca wlh manufscfcusi's 

Vstsmtyla

A213 TtgA213
I.

The bality his iinpla ed«
poiic>'. nfproved by Ihe Govomng Bodjr. 
cudining Uk strict aAennct la (be 
aftminiVnaion of Piopofol The policy stales 
that all Ftop f̂ol nub m  to be iitilijed <9 
single doH ooljr. (3ne vial |ier patient The 
policy abo stales IhsI needles md syringes 
are to be utilized »  single use only m l are 
to be discvded inuct in an <i(iiini(>riate 
simps container unmedialelyana'U K . The 
lime soesllKtists and stiff nunes have beat 
iafomMd end i»<ducata) ngardiiig the 
newly inpleiaenled policy and jfCfci 
piolocvb for single doss vial ue«Iicalion> 
md needla and sjiinga utiliaticn.
Th« tacility no longer uses any nuhl-dose 
medicaliatviali This 50ml itiLidiiciine 
^  0.W Nonal Salina Vials ba«s been 
disoonlinaed gbil imOVed fion die fapli .̂ 
The 0.9K Noniial Silirie non cooea in a ;(e- 
Blled. sii«le use. 3«c IMed s}Tinge. 3% 
Lidocaine iiyectsble for Use vilh Propofbl 
has been slopped lilicil fiBther nctii  ̂If the 
2H Lidocaine ia i«-ioipleaienled fw use with 
Propofot at a Iflier date. 5ml single dose vials 
will tie ulilized
b) .All oewtyMied rase anesthetists 
and staff D U « will be cnoiled to dw 
P0U17 4: Ftocedon! Kfomal and oqpecled to 
adieie Id all policies and pfocedurea of die 
facilily. This will include die policy 
teg!vifing PiDpaCoi adminidnticn and 
pcopn use of needles and sjringes. 
tniN.Vs, Vffi'sandRtTs wilt bo attending 
a Udrei^ PrecaMkms £  Blood Bone. 
Pathcgm Compliancy Class on Z'l9/200g

(OJOtnm

m 9 rsm

STATE IWM
i r n o a i p t a l s

CGVD11

2,11 , .
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PRIMIBD:O2AB1/2OO0
FORM APPROVED

STATaetT OF oencnciES 
Afo n w  or cawecnoH e<i) mcMOEnsupnjraniu 

nonncAiKMNUan

MVS4T2ASC
NMIE OP PHOVDU OR SUmjER

ENOOSCOPr CENTER OF SO NV LUC

CO) uu.n>u coMTWcnoN
A.WUIM8 _______Lwmo_________

(TKECTADmESS, cnv. SMTC, zr cooe 
TOO SHADOW LANE STE IC5B 
LASVE0A9.HV m os

Oai DATE SURVEY 
OOHPIRED

C
m /IT BO M

PKBV
TAO

A213

SUMiMW fTATOan'OF DEncecE3 
(EACH ocncBNCir MHT M meccDco nr ruu 
ReeuATORYOR lac oanrnNO hfohwticm)

ConttHJsd From page 13
*Di> not UM bags cr botlias Of Intiavsnouf 
sotution at a common Eou«e of suMh for 
muMplapaltanta.
%J*« asapUc lechnlqua to avoid conlamlnatlon of 
>tar9e It̂ ecVon squ^xnant and madlcaflona.'

Intenriew

On 1/araa h the aflemooa tha Charge Nurta 
hdlcatad aie PrepoM waa udbad as a muWdoaa 
vW ID indiioe tadaacn during me endoaoopic 
pncadura. The Propobl Miould ba discanlsd at 
Ihaandoflhaday.

On 1/1W08 at 3:55PM, the CwWedNuna 
AnaattietW (CRNA) MIealad any PropoM left h  
the boOa alter Iw procedure would ba used fbr 
die next patient The CRNAwduM obtain a new 
syringe to withdraw the medicatioa

On l/iena kiUie aflamoon, one CRNA indkatBd 
(nt In the past the PnpaM was not used aa a 
singla use vial. TDa PropoU may be used for two 
patlenlSL The CRNA stated a dean syringe and 
nesdto «nUd be used for each padenL

The center faJad to ensure manufacturer's 
tecommendalians for single dose use for 
Prepofol were folowed.

complaint «NV17004

Sevarity;4 Soope:3

o
PMBK
TA9

A213

$rATEFORM«(ttinvpn>«MiMc<oorrMlannii>tb*n>inaa«Mlnl6'£^~alMiMi^'dtil>«lit>nMnl(](daU«ndM>.

nwMoem piAN or oonccnoN
(EACH COtMCnvEACnON IHOULO se

csosMwoaNcsi TO THe APPsoroHTe oencHMc*)

Tag A213 (ConHnintkm cf PropoM 
c) .-Ul 50ml Frrporolnabhm been 
roiiond fion As bci% to prennt CXC09 
Prcippfol loniiiiag ia the vial foUonint a 
palinH's procedure. The nurse axslhetisd 
hne been re-e<lii<aicil that sU :Ona Prcpofol 
vtals we single |^ c «  use onl)- and any 
Fropofd remainir̂  in die vial or synnge 
folkming die (atierit's procedure is to l>e 
dapoKdofimnedialely. They have also 
been re-eJucatei]rggat(jii«iKedles aid 
ŝ finMs being sin^ uss ooiy. Hie ouMe 
laxslhelisls have si^Kd • siiltqi nplice 
aclinowlodging they have been iiibiiDcd of 
the revised practices mpeded pfthem. The 
enite mitsing staff has been infanned diat 
all multi-dose nedicatioo vials tura tic<a 
remowd fnm die iKlity.
■0 Qimtcrly chart audits Tviltinchide
anesdiesia ncords dot will reflect the 
CRNA'a cotapUancvvridi tiKiUly policy and 
procedureK
e) DipalcDe!«>i.MD.Medk»I
Director. CUBotd CmoL MD.. Seniot 
Medial Stafn.fanber. Katie Male)-. RN. 
Director of Kursiog, feffiey Kraeger. RN, 
Nurse Manager, wdl cwduct dnrt audits on 
anesflieiia reeonls for compliance.
0  DipdcDeaai,UD.Xt^cal
Director, aiHbrd CanoU MD,
Medical Staff Moaber. Kade K&ley, RN. 
Directcr of Nursa^ JeffieyKruegn. RN, 
Nurse Manapt vriU be tesponsiUe &X 
wconvushingandmonilofii  ̂coiqiUaiice 
vilh (he conectiTe action, 
g) Date of collection is y7/VS.

Please See Exhibit JH.A-2

QHTUICMS

(EW7/2008
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EihibiiA-1

Endoscopy Center of Southern Nevada, LLC
7GQ Shadow Lane. Ste. 163B 
Las Vegas. Novada 89106

Propofol Administration Policy

This policy is to ensure (he proper adminislration of the sedative agent used at 
the Endoscopy Center of Southern Nevada. LLC.
Each patient undergoing an Endoscopic procedure is sedated with Propofol 
administered by a Certified Registered Nurse Anesthetist Alternative sedation 
medications, such as Versed and DemeroL may be us«d wf)en deemed 
appropria'.e trf the CRt4P>.
Propofol is to be utilized as a single use vial. An appropriate first dose, as 
detennined by th« CRNA. is drawn from an unopened, new ZOOmg single use 
Propofol bottle. When a syringe of Propofol has been utilized, the syringe and 
attached needle is immediately discarded into an appropriate sharps coritalner. 
The needle >s not recapped prior to its disposaL If more Propofol is required to 
sedate the patient, the second dose is drawn (itim the same bottle using;a new 
syringe and needle. Prior to entering the Prapofol bottle, alcohol wfll be utSized 
to appropriately dean the rubber cap. Ifany Propofol remains after the ! 
procedure is completed, it is immediately discard^. If more than 200mg of 
Propofol is required, a nev7, unopened 200(T>g vial is opened and entered with a 
new syringe and needle. Any unused Propofd in this second vial will be, 
immediately discarded once the procedure is compl̂ led.
To ensure strict edhetenoe to this poUcy, the CRNA will chart on the anesthesia 
record the following information:

• Uncapped needle discaided
• New Propofol vial utilized I
• Unused Propofol discarded
• Rubber cap cleaned with alcohol if reentered '

PROPOFOL ADMINISTRATION POLICY

it:-'

GJ DESAI 000389
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i m \ h i

GASTROENTEROLOGY CENTER OF NEVADA

MEMO
Daw: 01/31/3008 

To: All CRNA Slafif

From; Dipak Dcsai. M.O. Cliiford Carrol, M.D. Tan>-a Rushing, C.O.O. 

CC: File

IMPORTANCE: HIGH

Thi« memo ii to ic>iterale (he esiablished policy and regarding (be administmng of 
Pmpofol, 2% Lidocainc and the use of.tytinges and needles.

The PiDpofol vial] arc clearly labeled, single dose only and h to requiied that the 
mcdic^oa is utilized on single use. Ail remaining Propofpl left In ttie vial at the cod of 
each procedure, ii is to be immediately and properly disposed of.

2K. L id o ^ e  is not to be used any longer in out families oiUtl fimbCT noti^ Our 
Ofgxnization it currently conducting an inletnal quofity management sluify to ketermine 
the eficcts of Propofol use without Ltdocaioe. This study will k  co n d u ^  t^oughout 
the month of Febiuaiy and the results will deteimiiie the outoooie of iiituie use of 2ft 
Udocaine.

Please sign aid dale below ̂ vfaerc indkatcd to conflim receipt of this memo. A copy will 
be placed in jvurem^oyee file. Thank you for your iiill eo-bpemioa

If you have arvy questions, please contact Dr. Carrol a( the Shadow Lane ofliceoc Tonya 
Rushing at 382-8101 ext, llOS.

PRINT NAME

SIGNAIURE DATE

214
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E d iU tB -l

Endoscopy Center of Southern Nevada, LLC
700 Shadow Lane. Sle. 165B 

Las Vegas. Nevada 89100 :

CLEANING AND DISINFECTION O F RBEROPTIC SCO PES  P O U C Y .

TTils policy is to assure proper cleaning and disinhcling of fiberoptic scopea and 
accessory equipment by appropriately trained personnel. In order to prolect-patients 
against cross contambiatlon. prevent damage to scopes, and keep equlpnWni in 
good woifcing order

A. The process in cleaning and disinfecting tte scopes Includes the folKivring:

1. Immediately after the endoscopy procedure is flnished. leave the scope 
attached to the Dght source, water botUe and suction.

2. Depress wat^alr button and flush the water/air channel, tfien b l ^  water 
Inlet opening and dear all water from mtemai channel

3. Turn on the suction, insert distal tip of the scope Into a container of water 
and flush out the suction ctiannel while ai secretions are stil in liquid 
form.

!
4. Wipe down banel of the scope with moist 4x4. Scope is now transported 

Into the decontamlnalion cleaning room into an awaiting tub of wicymatic 
cleaning solution wM i« damion of one (1) cwnca enzyniatic cWanjng 
sofcition to (1) gallon of water to achieve a total of two (2) gallons of 
cleaning solutkin within the basin.

5. Tlie outside of the scope is Qioroughly washed in the enzymatic deaning 
solution with a sponge.

6. The scope channels are flushed with the enzymitie cleaning solution and 
the proper brush is used to dean the sucUon cfmnneis.

i
7. The suction channel is fhished again to remove any parlijdes loosened by

the brush. I

8. The scope and channels are washed and flushed again in water. ̂
i

9. Once the manual cleaning ofeach s?ope Is completed, the enzyrMUo
d e l in g  solution is d tsp o ^  of  ̂ nd a basin of newly prepared eioyniatlc 
cleaning solution awaits ttie naxt'scope. !

Cleaning and D is in ^ 'on  of Video Scapes 1

215
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10. The scope Is now put into the heated, disinfectant cleaning machine for a 
period or 28 minutes to achieve high level disinfecting.

1 1 .The aldehyde tiased high level disinfectant solution ia tested; daily for 
solution effectiveness and quality control. As soon as the solutioii (ails the 
testing, the madi'me ia lemporaray taicen out of servioa M  the the 
aldehyde based disinfectant solution can t>e dumped and replaced with 
fresh solution. The fresh sohriion is tested priof to the machine being pul 
back into senrlce. A  log of the daVy testing and soKiGon changing lor each 
machine is kepi in ttie processing room.

12. After soaking the scope, it is rinsed in clear water Inside and oiA. Alcohol 
is then flushed through the channel so that all moishrre wil iva^rate 
after the scope is hung up to air dry.

13. A l removable parts and accessories should be cleaned and processed
the same as ttie scopes. i

B. Random cultures will be taken of diagnostic and procedural equlpmetnt on a 
quarterly basis to ̂ sure proper disinfecting technkjues and documajnt that 
portion of the infectuMi control polk^.

Cleaning and Disinfection of Vkieo Scopes' Rmitadina !

• 216. ..
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EihibitB -2

E N D O S C O P Y  C E N T E R  O F  S O U T H E H N  NEVADA T ,M .r

I N T E R - O F H I C U M E M O R A N D U M

OATF.-. JANUARY 16,2008 i

l a  ALI. FNIX) ST,\FK

FROM: KNDOADMINiymATIOM !

RE: DJZYMATIC DETERGENT CC: n i E  !

F.flcctive immediately the <o/ymaiic cleaning solution is lo be changed out after ratfc 
individual scope cleanhig. If  you havo iinjf questions or ootuens ot need Tunher 
clariGcattoit, please coniact either Katie ot Jclt.

Thmkyou. f a t  -«-l< :p |axfC tc^

W v < l ^ ,  £(& >J
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ExhibilB-S

Enzymatic Cleaning Solution 
________Instructions________

One (1) Pump = One (1) Ounce 

Dilution Strength: 

One (1) Ounce Enzymatic Solution to One (1) 
Gallon Water. 

1:1 Ratio

1) With a cleaned, rinsed out blue basin, put 
two (2) full pumps of enzymatic cleaning 
solution into basin.

2) Fill blue basin with water to the black 
marker fill line. This will equal 2 gallons.

3) Clean scope per policy and protocol.

4) Once scope has been cleaned and placed in 
high level disinfectant machine, dispose of 
enzymatic solution in the blue basin and 
rinse basin.

5) Repeat steps 1, 2, 3, and 4 for each scope  
utilized.
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Exhibit B-3

Enzymatic Cleaning 

Solution Is To Be 

Changed After Each 

Scope Is Cleaned

.’is "
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Endoscopy Center of Southern Nevada. LLC

K.MPLO\XE ORIENTATION CI.LMCAL CHECKLIST

OriTntitten
follcv Rtvltwt 

icrinlion Job

Date
R nlcw td

D«ic
A c fc n w M g sl,

Employee
ipiliili

Suptnitar 
---- jniljaJl.,

:aik>n ofPAP\4anu
Mission and Values

lilvImprovcnicmlVoi.rani
hfoijpn Comm! ,

ire Safety Proccdurea
Anifc
AKajfJechnique
:o<le BluyPfyc^ure

Pm  Atoiniitniiion / Counn
:arc ofSnecimem

l»atiCTt Rights and Rcspoiwihilhiei
>»tiqnConfi<teiuialilv
Rtpoitiiw of Pariem Concena
RcwniiM! of Patiem firiet-mcw
Kcponing of Adverse Incidents
Patient and Family Education

Jociunentation

ly.IiKBpy

deniification
Mv-acv
Vial Slffis:

♦lleanRate
^ lo o d  Pressure
♦Oxygen Saiunilion

:)xvgen Therativ
Aiifaete Score Imctnreutinn
Ayytp.fajn MaqagemsnL
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F.MPLOVEE ORIF.NT.ATIOM CLIMC.VL a iE  CKI.IST 
(Conrtl)

Dale
Reviewed

Dale
Acknowledccd

Empluyce
inidaU

Supcr^'isll^
initials

^ccgrd Rn-kiv: (R \s . LPNrt
C hut RequitenKn'j:

•Pre-Oi»Rccord
•Intia-Openiiw Record
’Post-OoRccord
•tKO/VS Charting
•NfD OoeiBRvc Rciwrt
•DC ta'tlruciions
• DiwUiiinen.Conscnts
•Administrative Fonrw

Proccdnnl Pivccsslnc^uilil^:

jo k  Tciiiing_________________
Manual CltaniiK
inzvmatic Cl«anin* Protocol
ILD Machine OtJcratioiu
^I.D Mmntenance Protocol
}r\'ine/Storace o f  Scodc j

peanine/OM nfecrint Sitrlle
/la trum aitn
?n^CleaniDii
Manually Cleaninn
Enzviiiatic Qeaninit Protocol
Sterilizer Oncrations___________
itcrilizcr Maintenance Protocol
Vliscrllaatoui:
Jiohaani Waste
-inen Service
inicrseno- Power

Fmereercv Cqulomcm:
♦Fire lixtineuishcfs_________
•Pdl Stations
•Fniercencv Exits
’Code Blue

••v’ . i,-0 '
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K.MPI.OVEE ORIENTATION CLINICAL CHECKLIST 
(Corn’ d)

Due
Oritnlalinn i Rcvlcn'td

Dale
Acknonledced

Employee
iniliab

S apcniw r
iniliab

lEndotcopy PrwolMrci:
A»istinii i*h\'sici3a
bioDW Removal
iBioiKv ReirienI
jPolvDRtmo\-aJ;
1 •Hovic OixmilUin
1 ‘ (IntunJini! Pad]
PolvD Retrio\al
Sviciionine Paiitni
Dilataiion
PrnvaiHm Svswm
^pedilt}- Proccilunii ProccduRS 
Pain Manaeemeni PrOCTdufW & 
Ket-iin
^■djgljoiigafclv;
rp p ijlc ttJ  CA Radiation SafcTv

Klk-vtvview for Radiation Safen-
tiotccliw  Attire Location
k’mner L'se Piuteclive Attire

Employee Signature:_ n tle:

Supsr\isor Signiturc:_

! ,1 / 'i':;
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Endoscopy Center of Southern Nevada, LLC
700 Shadow Lara, Ste. 165B 

Las Vegas, NV8910S

Nbw Product / Eoulpnunt Policy

This policy is to ensure proper handKng and utilization of any new products 
and/br equipment being introduced to the facility. Patient and staff personnel 
safety is the goal when Implementing any new products and/br equipment into 
the facitty.

A. Upon receiving any new products and/or equipment to the bdlity, tha 
Director of Nursing or the Nurse Manager will review the 
manubcturer’s recommendations lor use and/or the operator's manual 
for propel procedural practice.

8 . In-services on the pttsper usage of new product/equipment will t)e
provided by a professional representative, when avaaable. Otherwise, 
the Director of Nuislng and/or the Nurse Manager win leview all 
material on (he new produd and for equipment and provide training 
and competency for the peraonnel staff.

C. In the event new protocol or procedures need to be practiced, anew 
policy and procedure wi8 be implemented for the facility. Staff 
personnel will be notified of the new practice and expeded to follow it

NEW PRODUCT I EQUIPMENT POLICY

-5‘ iv.i i|
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Endoscopy Center of Southern Nevada, LLC
700 Shadow Lane. Sts. 16SB 
la s  Vegas. K'evada 8910S

INFECTION CONTROL POLICY AND PROCEDURE

This poficy is to establish a program lo identify and prevent the transmission of the 
diseases, maintain a sanaary environment for patients and staff. Report results to 
the appropriate commitlee tor recommended actions.

A. Persornel practices;

1. All employees will wear scrubs, which are to be clean and maihlained 
to an appropriate manner.

2. Moisture resistant govms or aprons must t)e worn when danger of 
soiling from blood or body fluids are present

3. Mask and eye protection must be worn when danger of splashing from 
stood, body fluids or disinfectant is present.

4. Gloves rrnisl be worn for procedures, touching blood, body fluids, 
mucous membranes of the patient Gloves must also be wo.!* for 
handling items or surfaces soiled wiUi blood or body fluids, and for all 
clean up procedures.

5. Needles and all sharps must be discarded in designated disposal 
containers. Used needles must not be recapped by hand.

6. Personnel with open skin lesions should not perform or assist with any 
endoscopy procedures or handle equipment used for procedures.

7. Thorough hand washing wHh soap and water Is essential when 
entering and leaving (he endoscopy area, after glove removal.. 
between each procedure, patient contact and afler perfomiing and 
personal hygiene.

a. Hand washing techniques. All personnel will be required to
scrub all surfaces of hands for lO-tS seconds v/ith soap to
mechanically remove dirt and microofganisms.

b. Rinse hands underwater.
c. Dry hands with paper towel

Infactisn Control Policy and Procedure t
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8. Gereral orientation of personnel to the Facility's Infection Control
Program w II be conducted al the beginning of employment and 
re-oriental‘on on an annual basis.

B Patient care practices;

1. Universal precautions win be followed tor all patients at all times. This
includes gloves being v/om when handling soiled Heins. All surfaces 
are 10 be cleaned with Cavicide disinfectant, or similar dismfectant. A l 
non-disposable Hems will be thoroughly cleaned with Cavicide 
disinfectant, or similar disinfectant solution.

C. Endoscopic scopes and equipment:

1. Cleaning of Video Scopes:

3. When the procedure is terminated, the video scope wilt have 
clear water suctioned through alt channels and the air/water 
channels is cleared. The barrel vrill be wiped down and the 
scope is transferred to the soiled utility room.

b. In the soiled utiiily room, the whole scope will be immersed in 
an enzymatic detergent and the external surfaces cleaned with 
cleaning sponge. The scope channels wilt be cleaned vrith a 
cleaning brush and flushed out with an automatic channel 
flushing system.

c. The scope is then immersed in clean, clear water and the 
scope channels are Rushed again with water utilizing the 
automatic channel flushing system.

d. The scope is then placed in the scope disinfectant cleaning 
machihe. which sends it through a 28-mlnute wash, disinfects, 
and rinse cycle.

e. The scope is then removed from the disinfectant machine and 
dried externally, then hung up in a clean, dry storage area until 
next use.

2. Cleaning snares and biopsy forcefis:

a. All biopsy forceps and snares are single use only and 
disposed of following single patient's usê

3. Procedure gurneys;

Paper drapes, and protective pads are changed with the Tmen after 
each patient. The gumey is wiped down wKh Caviclda disinfectant or 
Sani-Cloths disinfectant wipes after each oatlent'G use.

Infection Control Policy an i Procedure 2
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F.

Cleaning procedure room.

t . Nursing personnel will wipe down all items including sinks, co-jnter
lops, and car.s as needed and at the end of Ihe day. Cavicide 
disinfectant or Sani-Cloths disinfectant wipes will be used.

2. Cleaning and disinfcclant areas should be separate from patient care 
areas. This area should have spaces for "clean and dirty", and 
separate storage area.

3. An outside, contracted cleaning company will provide cleaning and 
disinfecting ol the floors, carpet, bathrooms and non-patient care 
areas frve days a week.

Storage of supplies.

1 Outer shipping carlons are consklered contaminated and will be
discarded before supplies are stored in clean supply area.

2. Outer cations may be used as dispensing bins if th ^  ana used on the 
bottom shelf or if they are placed on the top shelf with a plastic sheet 
beneath them. Paper cailons and comigaled boxes give off chaff, 
which may permit organisms on the surface of the box to land on the 
supplies below.

3. Inner paper cartons may be used as dispensing bins, but must be 
discard^ v/hen empty, and not reused sines they may nol be cleaned.

4 The stock in the storage area will be checked routinely for expiration
dates.

5. The storage area must be kept clean, dry and (iree of insects.

Environment:

1. Hans and comdors wll remain free of any obstacles and potential 
hazards

2. Temperature in the center wilt be maintained at a 
comfortable setting.

3. Re?rigerato.-s.

a. Refrigerators used primarily Rw food win be cleaned by staff. All 
refrigerators will be defrosted and thoroughly cleaned as needed 
by rscd'ty slalf. A 10% solution of bleach should be used lo 
disinfect the Intenor surTace.

Infection Control Policy and Procodure
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G. Llren.

Refr geratois used for rredicavons wil be cleaned by nurs ng 
petscnr.el The lemperature chart« Initiated it !he '.empeiature is 
■iVi'hin range ol 155-450 P) If the lemperalure is o lI of range, a 
supervisor or designated person wiH be notified.

H.

1. Clean linen shoukl fce stored m oesigrated area unlit used.

2. Oiity linen wHI be remcved vnth as liltta agitation as possible.

3 Dirty iinen «nil be removed (ro.ti ibe procedure areas and Is stored m a
lined bnen hamper with a lid. This hamper is kept in a soiled lined area 
within the ut'Jity room and will be picked up and emptied on a bi-weeWy 
basis.

Waste disposal

1. S o M  W3SIS

a Solid waste wil be placed in plastic lined waste conlainer;.
The plastic hner and trash are removed daily by the coiMraded 
service.

b. Any waste matenals that are contaminated with Wood or txidy 
fluids will b s  disposed of in a plastic lined biohazardous waste 
container. Repubtc Sendees. Inc. disposes of the biohazard waste 
on a bi-weekly basis.

c. Anything sharp wJI be discarded in puncture resistant containers.

2. Liquid waste

3. Liquid waste is emptied and Hushed down the hopper In (he dirty utility 
room. Caulion is taken to avoid splashing.

b. Lqukl chemical waste is disposed of down the hopper in the dirty 
utility room. The chemicals lised kt the disinfKtant machine is 
tSsposed of via the piping and plumbing connected lo the machine.

Needles and Sharps.

a. Nee<fles ard  sharps will be placed in a 
puncture resistant container as ckise as

practical to L*ie place of use,
b. To  t>e disposed of by Reptblic Services.

Inc. a contracted waste dispoeai company.

Infection Control Policy and Procedure 4
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2 Liquid waste.

3. Liquid waste is emptied and Rushed down the hopper in the diny utility 
room. Caution is taken to avoid splashing,

b. Liquid chemical waste is disposed o( down the hopper in the dirty 
utiCly room. The chemicals used in Ihe dislnfedanl machine Is 
disposed of via Ihe piping and plumbing connected to the machine.

3. Needles and Sharps.

a. Needles and snarps wi> be placed in a puncture resistant 
container as close as practical to the place of use.

b. To be disposed of by Republic Servlcis. inc. a contracted waste 
disposal company.

I. Cultures:

1. Cultures of diagnostic equipment, procedural equipment and random
areas ol the faality win be taken quarterly.

2. Results will be documented and presented to the appropriate 
committee.

J. Infection Control Monitoring:

1. Random cultures will be taken on endoscopes, gumey*. pre-op cheirs, 
and eye wash stations quarterly to validate the effectiveness cf 
dismfectino techniques. This win be dona by swabbing the Kern or 
area with a Culturette. If any results are positive, that piece of equipment 
wil be taken out of serNe, redeaned and dislntocted and re-oiltured. The 
piece of equipment wil not be allowed back into service untn negative 
culture results are revetaed.

2. The results wiU be reported to the Quality bnprovement Committee 
and the Governing Body. If any testes are positive, a fofow up Is 
indnated. This follow up wil indude thorough cleaning of Ihe Hern arxi re
culturing, A further search will Include any adverse effect on patient care;
i.e., infection and a plan to prevent any further incidents like changing the

I cleaning and disinfecting procedures.

j 3. Post procedure compVcatlon and infection monltaring win be
instituted. This win be perfonned by the R.N. conducting follow up 
calls to post procedure patlenls. Questions pertairJng lo temperature, 
pain or bleeding win be addressed, if the patient cannot be reached by 
phone, a letter wil be sent out asking them to call if they have any 
problems. In addition a letter win be sent monthly to the physicians with a 
current patier4 list inquMng about any post prx>cedure infections or 
complications reported to them by their patients.

Infection Control Pofcy and Procedure 5
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E«liibitC-2

Endoscopy Center of Southern Nevada, LLC
700 Shadow Lane. Sle 165B 
Las Vegas, Nevada 89105

CONTINUITY OF POUCIES:
RIGHT TO CHANGE OR DISCONTINUE ANY WRITTEN POUCY

The policies and piocetJuies in ih ii manual are no! i.-aendcd lo be contracluaJ 
cctrerilmerts by Uie Endoscopy Center of Soulhem Nevada, LLC. They are intended !o 
be guidelines to maragement and merely desaiplive to suggest procedures lo be 
followed The Governing Body of the Endoscopy Center of Southern Nevada. LLC  
reser\’es the right !o revoke, change, or supplement guidelines at any time without 
notice. No policy is intended as a guarantee of continuily of benefits Or tights No 
pemanent employment or emplcyment for any term is intended or can ;rrpried by 
statements in this manual

tiVitn the above slated, the Governing Body hereby accepts and imptements the policies 
and procedures within tWs manual for Z008, Any such amendments to the manual shall 
require the approval of the Governing Body with dates and initials of seen 3mendme.1 l

Operations Manager Non-Opeiations ManagerSpeiations Manager V.

Director of Nursing,

Member

Right to Change or Discontinue Updated S tS iff i
Any Written Psl.cy ‘ I'-' ‘ ̂  *'
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Appendix L
BLC Report: Desert Shadow 
Endoscopy Center
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A60 Continued From page 2

Z  Tha program for quaEly assurance musi 
Induds, wHiout Imllalion:
(c) PrecedutBS tir Ihe supervision o( the 
profasslonal and tschnlcal actMles of the 
members or the slair.
This Regubbon is not met a« evidenced by: 
Based on obsavaDon, Intaiview, and document 
review, the center feted Id ensure there were 
poUdee and procedures In placa ibr the 
supaivlsion and evaluaUon of lha clinical activities 
of the certHied registered nurse enestheUst 
(CRNA).

Findings Inciuda:

OtBervation

On 10Q/D8 In the momkig, CRNA«1 was present 
In Procedure Room >1 during an upper 
gastroentefolosy endoscopy. Tliere were two 
viaisor Propolbl whiciicontakwdapproximately 
Icc (cubic centimeters) of medication and an 
opened vial of Lidocaine located on the CRNA 
worit station.

Interview

On 1/29108 in the morning, the Nwse Manager 
Indicated the CRNAs had been Insbucted la use 
singte use Propofbl visle and 19 discontinue the 
use of Udoceine. The Nuise Manager IndicalBd 
the CRNAs were supervised by the plqrslclans 
and the physician diiector had a  mealktg (no data 
provided) with the CRNAs to intbim them of ttw 
newpoSey.

On1/3(M»h«wmomlng. CRNA «1 revealed 
the patient <M not receive Udocaina. CRNAfI 
Micaied Lidocaine was administered to the 
petients wWi smal vekw to decfoase the burning

A60 Tux AW

TIm  C m B ly bM icv lM d i n  policy i ^ a r d io i  p m  icvfew 
M c m ily lp  l H i i id » f lN C 0 ti lb d » c l i lm d  H m

s f a  n o o id i  ■ «  a b o d y  l a d f lM  IB t e  c h n  
BdtlHCRKAii m m  e o id o d e d  f t r p b y s k i w  

p e a  i c r i n r  f i n  ■  n d l  i i ( iK 4  o f f  by  M  
p o liq r  ao w  BlbG liifaB  COTCol p n c lk e .  U K  
c h a t  icv icw  t m  h a fv  b e a  iv iiaed  lo

hiwiMpmiB

if«  b e a  r e r i M  lo  B d o d e  n r o M f
■HiriBStopMmPiepoM T t e & d i t y  

.  aRO*dapolley,ipprevcdbyaeGntabi|Boiy. 
o o d U ig  A e l e f a  i * « 8 e e  10 d »  i l r i d r t n i i *  o f  P m p o ti .
I t e  policy M bs tiM  tH  P iopoS il v ia b  ■ «  to  b e u d o c d  n  A « k  
d M  ooly. C o e  v U  p «  p c k a t  H e  policy o h o  I M S  tfaM OM dks 

a y i i i i f a  M  to  t e  o d a s i l  a  i h g k  o t t  on ly  a id  iBba 
< w r i r f i a t « < w M ^ T i D p r i i < o d M p i r»w rihrr o i« wii i l r ly 
■ficr BM. T bc m  M t e d m  and  chdT O M M  te v f  beao 
f a f c n o e d to d w  f i t w i f c i l i c i w J o g t h c i o t / l i i ^ l i i w i i m p o l i c y  
M d  proper pvalDcob f i r  s a « U  Ai m  v ir f  B c f t r t i n  M c d e
■ad ly r& te  u O iM iaB . T to  fijdUiy b s  n v t a n t o d  ■ aew  policy 
dH t it^o iriB S  t e i i b a o  1*91 n o  lo iw r  t e  « y  n d M m  

“  • HtilBcdLAJI ...................... .  -  -
sk«le do« oMylW SOod 2H UdociiK ad  OM Nomri Srino 
V i *  hs¥i b e e i  Aceetiwd ̂  iw fed  fiom  tte ftdtty. T ie  
O J H N c m r f  M i a  B0»  G D M  ito p n -O B e d , riBgie MC, See 
IM«df>riBf6.2% UdocskabjecfeUe far oewitb P r a s h a  
b m  itoppod H d  oote. If *0  m  Udoc^K ii 
fiVlcnicattd *roM wiA rrapelM te r  dri«. Sad ti)|le dose 
Ti*wiUbe<afa»d. 
b )  A U o c a ly U ra d i 
bae»MBdtoiMrblfa9*Pi

w to fn c c d iC T a a d iy n M W . 
c )  A D S O n lF n ip o f i j l i rU ib a fe b e a in

to  prcve

d a la f l2 ( k r i

g a t e v i r f f i i l k w t a g

P ro p o M  v i d i  a n  r ia g k  p d io d  « K  oa ly  a id  a y  
H fa iM  b  * 0  v i r f  o r  l y i t a i e  A M m  tfae a r i ia t*.  ,  UdapKiBfi

p re c e d v e  i f  10 b o  d bpoaed  o f  i o a c A t d y .  I t c y  b m  b e a t

M y ’■
f if|iiii1<iil  Trf ttfra. 

i W  oa iire  a « i p g  f la f f  t o  bean  U b n n d  d i i t  d l  n d lM o io  
b e a i i a v T e d  f o a  t e  Tba

The a a i e  ■ritliiitirti ba te  e ly a d a  
e*ybaYobw«bmedof6e

OovenUag B ody irifl lewlew c b a t  e d  p e e r i e r in n  o e  6 e  
CRN A a. H a i l  r e r i e v t  w B  b a  R flected io d a

I  daHrton riw  mw cftod. an  aipprawd p a n  ̂  oonocion  inu rt bo wfcanoJ ajfiHg 10 daya o W  looalpt of ih laa 
STATE FORM U0T11
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EFD
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PREPR
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CROSMEFERBCm  TO THe APPnOPfMTC 
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caS n ^

A60 Continued From paga 3

sansafion ftom Um  Pinpofbl TIw CRNA kKfloatad 
8ie unused portion of Uia Prepolbl vUs vnre 
adminMeied to U)a next patient wHh a new 
syringa.

A M

There wai no docu rvfdancetoveri^that
the new poBcy lud l»en IniSaM by tha CRNAs 
Ibr ilngle UM Propofbl vials and ttot Udocalne 
hadbaandteGantimied.On 1/3W08, Airing the 
exit confeiEncn, the physician Mkartad the 
CRNA lad tieen Infbmiad of lie  new policy.

Document Review

The cantei^ 'Supetvlslng Physician Agreamenr 
stated:

'This agtsement, dated 6/1207, by and between 
Clinic A, ■ Nevada Joint Venture, or Its succeseor 
or assigns and Ptiysldan #1 of CMb B.

Physician * 1, In confundion with Ptnsiclan «2 
and Physician «3 of Clinic A agrees to 
OMupenlsa and consult with CiWA's employed 
at CSnlc A. Supervision and consuHafion ssnices 
wM be provided regarding the anaslhesioiogy 
setvicesprevidedbyBaldClnleAenipioyeea.it 
agrees that Physidan #1 wM be BvaHable tor 
phone consulaiions in addition to on-call premise 
consultations as necessary.'

Retrieved from the website: www.astiazeneca- 
us.com/ î/dIprlvan

The Propofoi (Dtprivan) medication InJonnatton 
documanted *_Diprivanlt4eclablaaniuisioalsa 
shglMBe patenterai product wMdi oontakis
0.005% Oisodbm Cdetata to retaid flw rata of 
giDwih of micnorganisms in the event of 
accidental extrinsic contamkutiarv However,

T « A W

4  < ) u r tc r iy d U u lo i> iT c iw la « in b o o a K lic ta ta i
o c l i C i a M I > y > m a > t c c a f t a S a i > r M c d M S l 4 A l b a t  
M n q ,  » 0  n « b t  D r. C r a c i s  H n a i iL  M D. T te  
c o o « a c a e k i  i r i l l  B dM le  f c t f c n ie n i  ■  w c l  u  e b H M u i  o fO c  
c n M B p i d i c e .
e) S ailarM >O ciIS tiK A IbalM M «.M S.nlC nd<>
H o io ilk  M D . «<U b .  B o u l o f i v  a « l a >  C I H A 'l
d l iM  •diTidei n o t  b  « ItMt <BB iir* a c  l«D pky ilc te  «  
itefedlilrnairvRUqFpatimi^pnecttraLllielJkBWsr 
M mlnt. Ki«> Mdqr. Nuna M n a v ,  JcO (r Kncfcf. Ike 
ItaMQr’i  a tm cin i liqiiiclm . a«l IlK OoKodiW Bodr ail] 
e n b a t  thcCKNAi m l a n  nO cctiitikdrd iaia l ■Hiyibci fmm

0 DMcorcamctitia 2/IUM 

Fleae See Exhibit B-l, B-2, B-3, B -l

d*nd«ndiindMd,mvpro«al|]lBiol 
STATE FORM
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QW)Pprerai
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RBMAAnairr OR tsc DSfTFYMO HFOfttMTION)

D
PRrtia

TAO
PHOWEWa PtAMOrcOWECTON 

(EACH co n u cn ve  AC1KNI SHOULD BE 
CfWS^TOTOEICEDTDTHEAPPWOPWATC 

OffCCNCT)
COHUIE

U K

Continued From page 4
Diprivan Injectabis arnubkm can stiH support the 
onMtti of mlcnaiganisiiis as It Is not an 
anfirrdcmfateDy prasarvad product under USP

A60

A213

Retrieved the InlBmst :SpodiBhts: 
Ambulatoiy HeaWi Care/Ct)C Vbal HepaGds

•lifection s a l^
* Usa a stetfe, s in g le ^  disposable needle and 
ayikiga b r each Iniadlon end dbcaid htadln an 
lyipiDliriata shaipa container alter use.
■Use slngl»dosa medlcadon vials, prelUed 
syitngM, and ampules wtwn possMa Do not 
acknkilsler medlcirtions skiQle-dose vials to 
nuUple paSenta or combine Mtover contents lor 
later use.
*11 muMpie-dosa vlals are used, restrict them to a 
centiabed roedcaton area or far single patent 
UM. Never ra-«ntar ■ vW vuith a  needle or syringe 
used on one patent If that vial wH be used to 
withdraw medcalion for another patient Store 
vMs in accoidance will manufiKbiiei's 
racommendalions and discard If sterility Is 
oompcomlsad.
*Do not use bags or bolUes of Intravenous 
sohton as a  ootnmon saurce of supply far 
muUple patients.
*Us8 aseptc technique to avoid contaminatlM of 
stoifle biJecQon equipment and medications.*

Se»erfty:4 Soope:3

NAC 443.9S4S AdnMstratian/Reconl of 
Anesthesia

A213

1. Anesthetics must be admMsterad In the 
operaflng room of an amtnilatoiy surgicaJ center 
tqf an anesBiesloio^st, a  quaifled physician, a 
dentsl or, under ttie dractian of the operating

STATE FORM UD711

RECE8V FD
APR »6 znuf

UIDH e( UamwD ami Oiitlfuiu 
UlW#*IS«ie
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COMPLETED

owoaooa

WMUWrnATBCKrOfBgKaBiCCS 
tEMH D e io e tc r  MUST K  r n s a s i  BY Fuu 

RSMATaiiY0RiscBEinF«Mai«inwnn4

ConUnusd From pags S

physician and In accofdanu wim lha piDvisbns 
or chapter 632 of NRS and ttM ragulations 
adopM puisuant theniD, a canilled ragMarad
nureaaneslhalist
TNsRegulalim isnotnntasevKtenoadby: 
Based on kitenrlew and document revlmir, the 
center bBad to ensin anesttNrtlcs ware 
aikninbleiEdbya ce iliM  registered nuna 
anê jheUst (CRNA) h acccnianoe wilh Ihe 
provision or Chapter632 of NRS (Nevada 
Revised Statutes) and In  tegutaUons adopted 
pinuant thereto ceriffled reglsteted nne

Findings Include:

Document Review

Nevada State Board of Mining - Nevada 
Praclica Ad - Revbed May 2004

NAC 632.510 Partonnanca of duties In 
accordanca with guldaOhes of facOy. A ceitHed 
regbtered nuise anaslheUst piacadna In a bdHy 
shal pracUce In acconlancawHh vwlten 
gukMnas and conftiini to NAC 63ZGOO to 
63Z660t hdusKwL A revtew or the gukMnas 
may be conducted by Vie baid to detennhe if 
they conform to NAC 632.500 to 63Z550. 
inclusive.

Retrieved from the websMe: www.asfaazeneca- 
us.com4il/dipiivan

Tha Propofol (Ô xtvan) nwdicaSon hformatkxi 
documented VOfprivan k êdabte enxMon b a 
s in g le s  parenteral product which oontains
0.005K Dindiuffl Edetete to rstard the rate of 
growth of mknoiganlann In the evertf of 
acddanlat exbfnslc contemkiaaon. Howevar,

D
pneFn

TAG

A213

STATE FORM

m o v D s n r u N  OF com ccnoH  
PACHCORMCpygACnOMtHOUUDSe 

caossw m ijictuTOTHE<UTwona<iE
OB^CENCV)

CCaWTE
DATE

g  TV6cJfa>«liyla««nlipoll<y.^,iroYt<liYltc 
ortnms Oe itricl albaacc liillio 

•■U d siia io a  o T I ^ M .  T te  P0K9 (M M  it a  ril P n w b l

be tfSiBl n  ih|le UK oa^ and m o be AchM lalKl ta 
■I iffnipriite A apa eoiAfacr lionMdbtolT lAcrDM H a  
m r a  B o l i e t i n i  a d  i W T n n a  I a n  bccD b A m a l  Bid

feriiD|le<loKTU

Tke 30ml 2K Udooiac n d  (USH Honal SdiK rid i b m

KonnriSiInc DOW c n g a  b i  pra-fiila^ ML ]cc
M cledyiBt».2>Lldoc»t»iBcct*tefa«g»ia
P i ^ k M  b«aayped in a ita te iM iK . tfO elS

b) AB ncwl, hired m e  mciibe*!! Ml r ttfa n a  »ffl
be erimed n Ae FMley ft rioeeduc M « I Ml eucctcd 

!»»««*-■ efttehaily.-lbli

All 30-1 PrapAI Thb b»e b «  Bwed Sw a . 
A ^ lo  l> n^  euca nepsH ranliig, hib, tU 
Mtoirtii •Firic«-ipme<bK 
beoi iMhatal t e  iB Ztai mvofil «Ui n  i M

m  011̂  >d a r  ■’npoH icaoBD̂
■ -tatitap«fci*-ipra»dta«liiobediq«»dor

Tbqr bra dio bets leedeecd neeifc*

I m  beca Mbaaed of <M m ind p u faa B cp n U rf 
p e  cu n  nnta* i i f f  bB bee. idb™«H««
^  noUolioa tWi bm  beta naand Hon die ocatf.

5 S<»*»MBieWSl<AHwtMtl01.MD.««UDr 
Cm do Hoioo, MD, n  o< Ae eniydn Ibr m ccdm

K»Mric]rbaenucdlkeBewt)ifa * ‘ '

iDd>yiMwmtiiolir*stte>«4oriMd«ides.*
UD 711

rb=c e iiv f :o
APR 1 6  i'Uilp

ŜOBBUOlUanaro OKI Vlkoau.
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TAG

A213
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Continued Fram page 6

Dipthnn kiiedablB emulsion can sSV support lh« 
Oiowlii of mlcniaraanisins as Ihnot an 
amknioDblaly preaeived pmJiict under USP 
standards.'

Retrieved ftom ttie Internet rSpodlBhts: 
Amlwlatoty HeaWi Caie/COC (Center (or 
CXsease ControO Viral Hepatitis

"Uijectloniallsty
* Um  a sterile, sinotemsa, disposalile needle and 
syringe far eact< inlection and discard intact In an 
appioprtala simps conlainar aflsr use.
*Usa single dosa medkation vials, pretlDed 
syringes, and ampules wlian possUe. Do not 
admhiatBr meiScathins flan slngl»<Josa vials t9 
muHpIs paliants or comlana Wtover contents tn  
later use.
*lf muHpiSHiosa vials ata used, restrict them to a 
centrabad medicaSon area or fbr stqie patient 
uss. Never iMntar a vial wWi a needlB or syringe 
used on ora paSent U Oirt vial wM be used b  
VKllhdmw medfcaOon for another paUenL Stom 
vtals In acooidanoa wMi inanuliMAjtei's 
reoommendaiians and discard V steriHy b

*Oo not use b^is or Iwttles or intravenous 
solullan as a oonmon sowcs o( supply for 
miAlple paHenb.
*U$a aseptic ladinique to avoid contamlnallon of 
sterile Inledlon eqispnient and medicaSons.’

intsnriew

On 109(08 In the nioming, Ihs Nurse IManaaar 
tndlcaiad that Via policy far •« shgie usa of 
PropofDl vials and discanllnued use of Lidocaina 
had twen Initialed. The Mum Manager Indicated 
the CRNAs were supenised liy the physicfans 
and the physldan director had a meeting (no dria

o
m uw

TAQ

A213

pRovDm puw oFconiEcnoN 
(EACH COWtBnWE ACTION BHOUDie 

CROSS^EFERENCCD TO T ie  ATPHOPIMTE 
OEnCENCV)

COMIE
MTB

e )  S e d o r M « i f i a l S l i 4 A i b e i t M M a .M D . C M o  
H a ie n ^  M D . D in c ttir  o f  N u R i «  U e  l iU e y . I N  wiD be 
i « p o * i b k  ib r  l e e o iV M ii ig  ead  m o e ilD iiagooaip liw e  
w t t  A e  c o m c d v e  M ta L  
0  E M e a f c « n c c t u ) a b 2 / ] m

» S c e e x b ib i iC .t .4

_d|M m ^nG tod.M appra4M |)inciloQ rriiA nniuA bafM m ^afl^ld^«tereG ^JM iW «^
STATE FORM m m UD711

AFk 1 a m
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PRINTED: 03«sa00a
FORM APPROVED
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SA8C
NAME OPPRQiyDa< OR 8UPPUER

IKSERT SHADOW ENDOSCOPY CENTER, LL<

T « >

A213

(Q) UUCIPIE CONSmUCnON

STREETMiaAESS. OTY, (TATE. aP CODE 
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LASVEaAS,HV U119

m w iE Sum er
COmETEO

oiflonoos

a u a u m  STATEMENT OF OBIOBICEB 
jj^ O EFICEM C YIIU ITM n iaED B IBYFU U  
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Conanusd From page 7

provided) wWi «M CRNAs to bifonn the CRNAs 
ofttnnewpofcy.

on n̂Olm tn tlw morning. CRNA«1 indicated ttw 
padent dM not leoeivs Udocabie. CRNA «1 
hdkatsd the LHocakw was admlnlslefed lo the 
paGenb who had small veins to decreasa the 
bumkig sensaBon horn ttta PrapofbL

CRNA *1 IndicatBd the unused poitian or the 
PiopoM vials had bean admlnlslered to the next 
patient wNh a new syringe.

On 1/3(V08, during the exit confetence the 
physidan hdlested the CRNAs had tnen 
ki«Nined or the new policy br the single use 
PropoMviala and tha discontinued use of 
Udocabw.

Hw cenler ladied documented evidence lo veriiy
■ Witten pofcy for the single use of Pmpoftal 
viab and he dtsconlinued use of Lkfocaine had 
tieenesUlshad.

Tta CRIM failed to ensure the Propobl was 
admlnblsred accoidlng to ttie manubdurai's 
ncsmmendations and fadity policy as repoflad 
by Hw nuna manager.

Sevefity:4 Scope: 3
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Desert Shadow Endoscopy Center, LLC 
Provider «9C000I062 
Exit I>de; 1/30/08 

The CRNA (certified registered nurse anesthetist) have been assigned the following 
numeilcal identifier. 

I. Ra^hMcDoweU

The physicians have been assigned the following numerical identiiiers.

1. SatishSharma
2. DipakDesai
3. Vlshvinder Shanna

The facilities have been assigned the following identifier.

1. Ginic A-Gastroenteiology Center o f  Nevada
2. Clinic B — Advanced Pain Management Center
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Desert Shadow Endoscopy Center, LLC
4275 Burnham Ave., Ste. 101 

Las Vegas, Nevada 89119

Propofol Admlnislratloii Policy

TTiis policy Is to ensure the proper administration of the sedative agent used at 
Desert Shadow Endoscopy Center, LLC.
Each patient undergoing an Endoscopic procedure is sedated with Propolbl 
administered t>y a Certified Registered Nurse Anesthetist. Alternative sedation 
medications, such as Versed and Demerol, may be used when deemed 
appropriate t>y the CRNA.
Propofol is to 1)0 utilized as a single use vial. An appropriate first dose, as 
detemilned by the CRNA, is drawn from an unopened, new 200mg single use 
Propofol bottle. When a syringe of Propofol has been utilized, the syringe and 
attached needle is Imrnediately discarded into an appropriate sharps container. 
The needle Is not recapped prior to its disposal. If more Propofol Is r^ulred to 
sedate the patient, the second dose Is drawn f ^  the same botUe using a new 
syringe and needle. Prior to entering the Propofol bottle, alcohol will be utilized 
to appropriately clean the rubber cap. If any Propofol remains after the 
procedure is completed, it Is Immediately discarded, if more than 200mg of 
Propofol is required, a new, unopened ZOOmg vial is opened and entered with a 
new syringe and needle. Any unused Propofol in this second vial will be 
immediately discarded once the procedure Is completed.
To ensure strict adherence to this policy, the CRNA will chart on the anesthesia 
record the following information:

> Uncapped needle discarded
• New Propofol vial utilized
• Unused Propofol discarded
• Rubber cap cleaned with alcohol if reentered

PROPOFOL ADMINISTRATION POLICY RECESVPC
APR IS 2008
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ExtAHB-1

Desert Shadow Endoscopy Center, LLC
4275 Burnham Ave., Sto. 101 

LasVegas. Nevada 89119 
(702) 733-1291

PEER REVIEW OF MEDICAL NECESSITY

TWs poUey Is to provide a retrospective review of the success of tJie facBity's quality care 
program.

A retrospedive peer review of medcal necessity will be conducted each quarter. A 
statistically significant numt>er of the medical chaits of patienfs undetgoir̂  the 
designated procadura will be puOed and reviewed. *010 attending physicians of Desert 
Shadow Endoscopy Center, LLC, wiR conduct peer reviews on one another's medical 
charts. Tliis wi also include review of the Certified Registered Nuise Anesthetist’s 
anesthesia reconL INs review may be performed by an outside review If deemed 
piudent to the qualty functioning of the bciTity.

A. Pid a statistically significant number of the designated procedural charts
for that quarter to represent vaiyhg physicians peifbmiihg those procedures. 
Each quarter win represent dtflersnt ph l̂dans to ensure all physicians are 
reviewed.

B. Procure the appropriate chart review/peer review forms.

C. Complete the review fomwfm data gattiered hi the chart according to the 
criteria identified on Ihefbrm.

0. Submit chart and peer review tesuKa to the Medical Director and Governing Body
for review, determination of appropriateness and possible intervention.

PEER REVIEW OF MEDICAL NECESSITY
■"^EO^iiVPO'
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ExhibilB-2
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EdibitB-4 

Gastroenterology Center of Nevada, LLC

QUARTEBLY CLINICAL COMTreNCY

CBNAName: Dmte:

Revinvinc Phy«idaii:_

Interview Review OiiwaoBi; 

Aieptk Techniqiie

1) Do you utilize eadi Propofol vial u  single patient use? Yes No
2) Do you utilize any vial marked “single dose only” as single 

patient use? Yes No
3) Do you wipe tiiB stopper of each medicatioo via] you aie 

going to use prioi to pietdng widi needle? Yes No
4) Do you keep all syringes and needles in their original 

packaging prior to immediate use? Yes No
5) Do you use each needle and syringe once and then discard 

immediately following use? Yes No
6) Do you recap my needks? Yes No
7) Do you pre-fill any syringes with nwdicati(nis prior to use? Yes No
8) Do you wipe the saline-lock with alcohol prior to pieicing 

with needle? Yes No

UniversBl Precantioiis

1) Do you wear a oew^clean fiuUity-provided gown at all times? Yes No
2) Do you wash your hands after coolact with each patient and

anytime you come into contact with bodily fluids? Yes No
3) Do you keq> any food or drink in die procedural rooms at any

time? Yes No
4) Do you dm new gloves \<jiile handlmg medications? Yes No
5) Do you don new gloves with each patient you are caring foi? Yes No
6) Do you immediately discard the gloves following their nnmediate

use? Yes No

APR 1 6
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Anerthtifai Rtcord Revlwr;

1) Past medical Hx included? Yes No
2) Con^kte list of mcdicatioiis, including dosages? Yes No
3) A U et^  listed? Yes No
4) loitia] set of vital signs present? Yes No
5) P te^ D x  present? Yes No
5) Vital signs documented throughout procedure? Yes No
6) All medications administered documented wifli dosages? Yes No
7) Post-op Dx present? Yes No
8) Post-op assessment completed? Yes No
9) Beginning wwi piwtmg patient caret documented? Yes No

o f f l A  j3 jg ary .» flo n Jg  gbH jsiasL

1) Did CRNA utilize cach Propofol vial as single patient use? Yes No
2) Did CRNA utilize any via] marlced "single dose only" as single

potieDtuse? Yes No
3) Did CRNA wipe Ifae stopper of each mcdication vial

prior to pierdng with needle? Yes No
4) Did CRNA keq> all syringes and needles in thdr oripnal

padraging prior to immediate use? Yes No
5) Kd CRNA use each needle and syringe once and then discard

immediBtety following use? Yes No
6) Did CRNA recqi any needles? Yes No
7) Did CRNA pre-fill any syringes with medications prior to use? Yes No
8) Did CRNA wipe the saline-k)clc with alcohol prior to piercing

wifli needle? Yes No
9) Did CRNA wear a new clean fiidlity-providedganmi at all times? Yes No
10) Did CRNA wash hands after contact with each patient and

anytime coining into contact with bodily fluids? Yes No
11) Did CRNA keqi any food or drink in the procedural rooms at any

time? Yes No
12) Did CRNA don new gloves while handhng medicationi? Yes No
J3) Did CRNA don new gloves with each patteui they cared for? Yes No
14) Did CRNA immediately discard tlw gloxfiufoUowing their use? Yes No

APR iS  aOH

^wou a  UMibin jnj jBuiita, 
lnMgai,Nc«aiti 
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Dcfidcncies Noted:

Comments:

Reported to Governing Body:.
Date

Pliyrician Sign>tnre:_

APk 16 21)08
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ExhibilC-l

Desert Shadow Endoscopy Center, LLC
4275 Burnham Ave., Ste. 101 

Las Vegas, Nevada 89119

Propofol Administration Policy

This poltey is to ensute the proper administration of the sedative agent used at 
Desert Shadow Endoscopy Center, LLC.
Each patient undergoing an Endoscopic procedure is sedated with Propofol 
administered by a Certified Registered Nurse AnesthetisL AKemative sedation 
medications, such as Versed and Demerol, may i)e used when deemed 
appropriate by the CRNA.
Propofol is to be utiiized as a single use vial. An appropriate first dose, as 
detemiined by the CRNA, Is drawn fiom an unopened, new 200mg single use 
Propofol bottle. When a syringe of Propofol has been utilized, the syringe and 
attached needle Is immediately discarded Into an appropriate sharps container. 
The needle is not recapped prior to Its disposal. If more Propofol is r^uired to 
sedate the patient, the second dose is drawn from the same txrttle using a new 
syringe and needle. Prior to entering the Propofol bottle, alcohol will be utilized 
to appropriately dean the rubber cap. If any Propofol remains after the 
procedure is completed, it Is immediately discarded. If more than 200mg of 
Propofol is required, a new, unopened 200mg vial is opened and entered with a 
new syringe and needle. Aiiy unused Propofol in this second vial will be 
immedialsly discarded once the procedure is completed.
To ensure strfct adherence to this policy, the CRNA will chart on the anesthesia 
record the following information:

■ Uncapped needle discarded
• New Propofol vial utilized
> Unused Propofol discarded
• Rubber cap cleaned with alcohol if reentered

PROPOFOL ADMINISTRATION POUCY
REOE8VEO

AFh’ 1 6  £038
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