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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 8§9155-2212
(702) 671-2500

Attorney for Plaintiff

DISTRICT COURT

CLARK COUNTY, NEVADA
THE STATE OF NEVADA, )
Plaintiff,
~V§- Case No. C265107
Dept. No. XIv
DIPAK KANTILAL DESAI #1240942,

RONALD ERNEST LAKEMAN,
KEITH H. MATHAHS, INDICTMENT

Defendant(s).

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: v
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COUNT 1 - RACKETEERING
Defendants, did on or between June 3, 2005, and May 5, 2008, then and there, within

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

with an enterprise, conduct or participate directly or indirectly in racketeering activity
through the affairs of said enterprise; and/or with criminal intent receive any proceeds
derived, directly or indirectly, from racketeering activity to use or invest, whether directly or
indirectly, any part of the proceeds from racketeering activity; and/or through racketeering
activity to acquire or maintain, directly or indirectly, any interest in or control of any
enterprise; and/or intentionally organize, manage, direct, supervise or finance a criminal
syndicate; and/or did conspire to engage in said acts, to-wit: by directly or indirectly causing
and/or pressuring the employees and/or agents of the Endoscopy Center of Southern Nevada
to falsify patient anesthesia records from various endoscopic procedures; and/or to commit
insurance fraud by directly or indirectly submitting said false anesthesia records to various
insurance companies for the purpose of obtaining money under false pretenses from said
insurance companies and/or patients; said fraudulent submissions resulting in the payment of
monies to Defendants and/or their medical practice and/or the enterprise, which exceeded the
legitimate reimbursement amount allowed for said procedures; 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. |
CQUNT 2 - INSURANCE FRAUD

Defendants did, on or about July 25, 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,
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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
follbwing 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 3 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS
OR PROPERTY

Defendants did on or about July 25, 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 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 contrary 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;
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 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
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 indirebtly 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; 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,
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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 p-erforming one or more of the following acts: (1) by 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 morge_
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 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 patieht 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 SHARRIEFF ZIYAD
to patient MICHAEL WASHTNGTON,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 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 of
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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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 VETERANS ADMINISTRATION that the
billed anesthesia time and/or charges for the endoscopic procedure performed on MICHAEL
WASHINGTON 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/br
(3) pursuant to a conspiracy to commit this F:rime.
COUNT 6 - INSURANCE FRAUD

Defendants did, on or about July 25, 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 statément 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 AND BLUE
SHIELD that the billed anesthesia time and/or charges for the endoscopic procedure
performed on KENNETH RUBINO were more than the actual anesthetic time and/or

charges, said false representation resulting in the payment of money to Defendants and/or
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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 commiiting 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 7 - 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 STACY HUTCHINSON, 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 Endoscapy 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 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 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
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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 pressuréd 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 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; 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 8 - 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

9
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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 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 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 smares 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
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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 performed 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 enterprise 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.

COUNT 10 - 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 indirectiy 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 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 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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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 scopés,
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 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; 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 11 - CRIMINAL NEGLECT OF PATIENTS

Defendants, on or about September 21, 2007, being professional caretakers of
RUDOLFO MEANA, 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 RUDOLFO MEANA, resulting in substantial bodily
harm to RUDOLFO MEANA, said acts or omissions being such a departure from what

would be the conduct of an ordinarily prudent, careful person under the same circumstances
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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 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 ong patient contrary to the expréss 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 necessary t(; 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
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patient procedures that were not adequately cleaned and/or prepared contrary to the express
manufacturers gﬁidelines 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 RUDOLFO MEANA, 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 12 - 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 SECURE HORIZONS and/or PACIFICARE that
the billed anesthesia time and/or chafges for the endoscopic procedure performed on
RUDOLFO 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; Defendants being responsible under one or more of the
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1 || following principles of criminal liability, to wit: (1) by directly committing said acts; and/or
2 || (2) aiding or abetting each other in the commission of the crime by directly or indirectly
3 || counseling, encouraging, hiring, commanding, inducing, or procuring each other, and/or
4 | others to commit said acts, Defendants acting with the intent to commit said crime, and/or
5 || (3) pursuant to a conspiracy to commit this crime.
6 || COUNT 13 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS
7 OR PROPERTY
8 Defendants did on or about September 21, 2007, then and there willfully and
9 || unlawfully perform acts in willful or wanton disregard of the safety of persons or property
10 || resulting in substantial bodily harm to PATTY ASPINWALL, in the following manner, to-
11 |} wit: by Defendants performing one or more of the following acts: (1) by directly
12 || administering and/or directly or indirectly instructing employees of the Endoscopy Center of
13 || Southern Nevada, (ECSN) to administer one or more doses of the anesthetic drug Propofol
14 || from a single use vial to more than one patient contrary to the express product labeling of
15 || said drug and in violation of universally accepted safety precautions for the administration of
16 || said drug; and/or (2) by creating an employment environment in which said employees were
17 || pressured to administer one or more doses of the anesthetic drug Propofol from a single use
18 || vial to more than one patient contrary to the express product labeling of said drug and in
19 || violation of universally accepted safety precautions for the administration of said drug;
20 || and/or (3) by directly reusing and/or directly or indirectly instructing said employees, and/or
21 | creating an employment environment in which said employees were pressured to reusé
22 || syringes and/or needles and/or biopsy forceps and/or snares and/or bite blocks contrary to
23 | the express product labeling of said items, and/or in violation of universally accepted safety
24 || precautions for the use of said items; and/or (4) by directly limiting and/or directly or
25 | indirectly instructing said employees, and/or creating an employment environment in which
26 | said employees were pressured to limit the ﬁse of medical supplies necessary to conduct safe
27 || endoscopic procedures; and/or (5) by falsely precharting patient records and/or rushing
28 |l patients through said endoscopy center and/or rushing patient procedures at the expense of
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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 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; 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, hirir}g, 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 14 - CRIMINAL NEGLECT OF PATIENTS

Defendants, on or about September 21, 2007, being professional caretakers of
PATTY ASPINWALL, 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 PATTY ASPINWALL, resulting in substantial bodily
harm to PATTY ASPINWALL, said acts or omissions being such a departure from what
would be the conduct of an ordinarily prudént, careful person under the same circumstances

that it is contrary to a proper regard for danger to human life or constitutes indifference to
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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 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 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 endoécopy 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
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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 PATTY ASPINWALL, 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.
CQUNT 15 - INSURANCE FRAUD

Defendants did, on or about September 21, 2007, knowingly and willfully present, or
cause to be presented a statement as a pért 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 ANTHEM BLUE CROSS AND BLUE
SHIELD that the billed anesthesia time and/or charges for the endoscopic procedure
performed on PATTY ASPINWALL were more than the actval 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 cxceeded 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
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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 16 - 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 Reviséd
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 UNITED HEALTH SERVICES that the billed
anesthesia time and/or charges for the endoscopic procedure performed on PATTY
ASPINWALL 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 17 - PERFORMANCE OF ACT IN RECKLESS DISREGARD OF PERSONS
OR PROPERTY

Defendants did on or about September 21, 2007, then and there willfully and
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unlawfully perform acts in willful or wanton disregard of the safety of persons or property
resulting in substantial bodily harm to SONIA ORELLANA-RIVERA, 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 Propofo! 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'qr
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 mshing
patients through said endoscopy center and/or rushing patient procedures at the expense.of
patient safety and/or well being and/01: 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
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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 trained and/or
pressured to provide endoscopy scopes for patient procedures that were not adequétely
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.
COUNT 18 - CRIMINAL NEGLECT Oi? PATIENTS

Defendants, on or about September 21, 2007, being professional caretakers of SONIA
ORELLANA-RIVERA, 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 SONIA ORELLANA-RIVERA, resulting in substantial
bodily harm to SONIA ORELLANA-RIVERA, 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 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 umiversally accepted safety precautions for the
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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 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 patiénts 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 SONIA ORELLANA-RIVERA, who was not
previously infected with the Hepatitis C virus; Defendants being responsible under one or
more of the following principles of crimina'l. 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
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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, 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 CULINARY WORKERS HEALTH FUND that
the billed anesthesia time and/or charges for the endoscopic procedure performed on SONIA
ORELLANA-RIVERA 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/of
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 disregard of the safety of persons or property
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resulting in substantial bodily harm to CAROLE GRUESKIN, 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 6f the anesthetic drug Proj)ofol
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 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 safetjl_
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
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
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of said scopes and/or 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; Defendants being responsible under one or more-of
the following principles of criminal liability, te 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 21- CRIMINAL NEGLECT OF PATIENTS

Defendants, on or about September 21, 2007, being professional caretakers of
CAROLE GRUESKIN, 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 CAROLE GRUESKIN, resulting in substantial bodily
harm to CAROLE GRUESKIN, 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 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
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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 dmmg and in
violation of uniQersally 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 éafety 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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commit said acts, Defendants acting with the intent to commit said crime, and/or (3)
pursuant to a conspiracy to commit this crime.
COUNT 22 - 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 performed on CAROLE
GRUESKIN 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 23 - 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 GWENDOLYN MARTIN, in the following manner,
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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 labelirig 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 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
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
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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; Defendants being responsible under one or more of
ﬂle 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 24 - CRIMINAL NEGLECT OF PATIENTS

Defendants, on or about September 21, 2007, being professional caretakers of
GWENDOLYN MARTIN, 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 GWENDOLYN MARTIN, resulting in subStantiﬁl
bodily harm to GWENDOLYN MARTIN, said acts or omissions being such a depa.rturé
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 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
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Propofol from a single use vial to moré 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 (§) 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 ufnliversally 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 GWENDOLYN MARTIN, 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

/11
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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 25 - 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 PACIFIC CARE that the billed anesthesia time
and/or charges for the endoscopic procedure performed on GWENDOLYN MARTIN 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 26 — THEFT

Defendants did, between July 25, 2007 and December 31, 2007, then and there
knowingly, feloniously, and without lawful authority, commit theft by obtaining personal
property in the amount of $250.00, or more, lawful money of the United States, from
STACY HUTCHINSON, KENNETH RUBINO, PATTY ASPINWALL, SHARRIEFF
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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, wilfully, unlawfully, feloniously, knowingly, designedly, and by
use of false pretenses, obtain $250.00, or more, lawful 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 performed 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

enterprise, which exceeded that which would have normally been allowed for said
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procedures 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 28 - OBTAINING MONEY UNDER FALSE PRETENSES

Defendants, did on or between September 21, 2007, and December 31, 2007, with
intent to cheat and defraud, wilfully, unlawfuily, feloniously, knowingly, designedly, and by
use of false pretenses, obtain $250.00, or more, lawful money of the United States from
SONIA ORELLANA-RIVERA and/or CULINARY WORKERS HEALTH FUND, 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 performed on
SONIA ORELLANA-RIVERA 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 enterprise, which exceeded that which would have normally
been allowed for said procedures 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
[/
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others to comnit said acts, Defendants acﬁng with the intent to commit said crime, and/or
(3) pursuant to a conspiracy to commit this crime.
DATED this day of June, 2010.
DAVID ROGER

DISTRICT ATTORNEY
Nevada Bar #002781

A
Chief Deputy District Attorney
Nevada Bar #008273

ENDORSEMENT: A True Bill

Forepe;}'gn, Elar% %ou% éﬁ{ﬁd Jury
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Names of witnesses testifying before the Grand Jury:

CARRERA, HILARIO

DESAIL SAEHAL

RIVERA, SONIA ORELLONO

ZIYAD, SHARRIEFF

MEANA, RODOLFO

RUBINO, KENNETH

WASHINGTON, MICHAEL

GRUESKIN, CAROLE

MARTIN, GWENDOLYN

HUTCHINSON, STACY

ASPINWALL, PATTY

CAROL, CLIFFORD

LANGLEY, GAYLE, CDC PHYSICIAN
SCHAEFER, MELISSA, CDC PHYSICIAN
DROBENINE, JAN, CDC LAB SUPERVISOR
KHUDYAKOV, YURY, CDC

ARMOUR, PATRICIA, NV. HEALTH DISTRICT
LABUS, BRIAN, NV HEALTH DISTRICT
HAWKINS, MELVIN

YEE, THOMAS, ANESTHESIOLOGIST
SHARMA, SATISH, ANESTHESIOLOGIST
DUENAS, YERENY, INSURANCE CLAIMS
YOST, ANNE, NURSE

SAGENDOREF, VINCENT, CRNA

CERDA, RYAN, HEALTH CARE BUSINESS SOLUTIONS

VANDRUFF, MARION, MEDICAL ASSISTANT
MYERS, ELAINE, CLAIMS DIRECTOR
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SPAETH, CORRINE, 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

DESALI 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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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 TATTERSALL 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 8., 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 CMIDA 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 §912]

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 GILCREASE #1080, LVN 89149

38

0038



O &0 N A AW N e

o N T O T e L I o L N L O T O L o O S S
0 NN L R WY = O W e N YN DS WN e O

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
ZIMMERMAN, MARILYN, 550 SEASONS PKWY, BELVIDERE, IL 89040
BLEMINGS, RENATE, 2100 PLAIN ST., PAHRUMP, NV 89060

ELLEN, DIANE

CARRERA, ELADIO, 612 CANYON GREENS DR., LVN 89144
CARROLL, CLIFFORD, 10313 ORKINEY DR., LVN 89144

JONES, LISA, CHIEF NSB OF LICENSURE AND CERTIFICATION (BLC)
WILLIAMS, SKLAR, RESIDENT AGENT, 8363 W. SUNSET RD. #300, LVN 89113
DESAI, KUSAM, MD

FARIS, FRANK

WAHID, SHAHID, MD

NAYYAR, SANJAY, MD

MUKHERIJEE, RANADER, MD

OM, HARI, LLC MGR

COOPER, DOUG, CHIEF INV., NV. ST. BOARD OF ME

MASON, ALBERT

HIGGINS, HEATHER, INV. NV. ST. BOARD OF ME
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HUGHES, LAURA, AG S/A
FRANKS, LISA, PHYSICIAN ASST.
ECKERT, PHYSICIAN ASST.

KAUL, DR.

PATEL, DR.

QUANNAH, LAKOTA

HUYNH, NGUYEN

COOK, KATIE, FBI S/A

VAZIRI, DR.

BUIL, DR.

SAMEER, DR. SHEIKH

MANUEL, DR. DAVID

MANUEL, DR.

RICHVALSKY, KAREN, RN
CALVALHO, DANIEL CARRERA
JURANI, DR.

CASTLEMAN, DR. STEPHANIE

SENI, DR.

FALZONE, NURSE

TONY, DR.

LOPEZ, DR.

ALFARO-MARTINEZ, SAMUEL

WISE, PATTY

TERRY, JENNIFER, LVMPD INTERPRETER
MOORE, DAVID

DIAZ, ALLEN, LVMPD INTERPRETER
LEWIS, DR. DANIEL

O’REILLY, TIM
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Executtive Summary

On January 2, 2008, through routine disease investigation and surveillance activities, the Southern
Nevada Health District (SNHD) identified a cluster of persons who developed acute hepatitis C
infection and who had reported undergoing procedures at the Endoscopy Center of Southern
Nevada (ECSN) during the incubation periods of their illnesses. Of the three cases identified, one had
a procedure on July 23, 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 of Licensure and Certification (BLC), unsafe injection
practices were identified that placed patients at tisk for exposure to bloodborne pathogens. Disease
transmission is believed to have occurred through a combination of unsafe injection practices that
were reported by staff members, identified in clinic documentation, and observed by investigators.
The reuse of syringes to access vials could have introduced the blood of patients (and any viruses
therein) into vials of propofol, and the vials were then reused for subsequent patients, transmitting
any contamination to those patients,

As a result of the investigation, on February 27, 2008, SNHD began the process of notifying
approximately 50,000 clinic patients of the possible exposure, and recommended that all patients
who received injected sedatives at ECSN from March of 2004 through January 11, 2008 be tested for
infection with hepatitis C, hepatits B, and the human immunodeficiency virus (HIV). Based on
observations made by BLC and the identification of a previously-unreported acute case of hepatitis C
infection, an additional 13,000 patients of a related clinic, the Desert Shadow Endoscopy Center
(DSEC), were later notified and encouraged to contact their healthcare providers about testing.

Genetic testing performed at CDC revealed source patients for both days of known transmission at
RCSN with the infection of one case-patient being linked to the source patient on July 25, 2007, and
the infections of six case-patients being linked to the source patdent on September 21, 2007. Two
additional acute infecions were identified, with one being linked to 2 procedure at DSEC.

Through the evaluation of laboratory results, patient interviews, and the development of an
exposure registry, an additional 106 cases were identified that could be possibly linked to one of the
clinics. For these patients, the clinic’s role as the source of 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 hepatitis C infection, minor or unknown risk factors may
still be present and may be the actual source of the patient’s infection.
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Taking into account the cost of SNHD personnel working on the outbreak and response, the cast of
patient testing and medical counseling, and the long-term cost of the treatment and management of
identified infected patients, the total cost of this outbreak investigation, response, and testing to the
community was estimated to be between $16 million and $21 million.

Each of the 63,000 possible patient exposures identified in this investigation 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

Disease Reporting and Investigation

The Southem Nevada Health District (SNHD) is the legally-recognized 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 of acute hepatitis C, within 24 hours of the identification of that case.?

SNHD is requited to investigate reported cases of acute hepatitis C infection to confirm the
diagnosis, identify disease carriers and addidonal cases, and to identify the source of infection.
Investgation findings are evaluated to determine if the patient meets the national surveillance case
definition for acute hepatitis C infection,! and those meeting the definition are reported to the
Nevada State Health Division (NSHD) as a confirmed case of acute hepatitis C viral infection
through the National Electronic Telecommunications System for Surveillance.> Non-acute hepatitis
C infections are not teportable within the state of Nevada either by healthcare providers to the
health authority or by the health authority to NSHD.?

Healthcare providers typically report by telephone or by faxing reporting forms to SNHD.® Reports
of acute hepatitis C made to SNHD are assigned to a Disease Investigation and Intervention
Specialist (DIIS) in the Office of Epidemiology (OOE). The DIIS obtains information from the
healthcare provider, laboratories that have performed testing for the patient, and directly from the
patient as necessary. As part of the investigation of acute hepatitis C, consistent with national
surveillance guidelines, the DIIS inquires about disease signs and symptoms, laboratory findings, and
patient-reported risk factors.>*it As part of the evaluation of risk factors, patients are asked about
medical procedures they may have undergone during the incubation pedod for acute hepatids C,
including specific questions about endoscopic procedures.

Outbreak Investigation

As the health authority for Clark County, Nevada, SNHD has jurisdiction over all public health
matters including outbreak investigation and response.'? An outbreak is defined in both state
administrative code and county regulations as “the occurrence of cases in a community, geographic
region ar particular population at a rate in excess of that which is normally expected in that
community, geographic region or particular population”.v* Persons are required to cooperate
during the investgation of and response to outbreaks upon request of the health authority.s

For cach outbreak, SNHD assembles a multi-disciplinary team to perform the investigation, including
staff with skills in outbreak investigation, epidemiology, environmental health, 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.

Licensing, Regulation, and Oversight

Ambulatory Surgical Centers (ASCs) are licensed and regulated by the Bureau of Health Care Quality
and Compliance, formerly the Bureau of Licensure and Certification (BLC), within the Nevada State
Health Division. Healthcare providers, such as physicians or nurses, are licensed by their respective
professional licensing boards. Individual businesses are regulated by the business licensing
department of the jurisdiction in which the business is located. The Southetn Nevada Health
District has not been granted the legal authority, nor given a legal mandate, for the licensing,
regulation, or oversight of healthcare facilities or healtheare providers.

Confidentiality

Both state and federal laws provide protection for personal health information (PHI), while
recognizing that the reporting of communicable diseases and outbreaks to the health authority is
necessary for the protection of public health.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) provides for the
protection of PHI, while allowing for legitimate uses of that information. Under HIPAA, PHI may only
be released without the patient’s consent for the treatment, payment or other healthcare operations
directly 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.1?

In addition to federal regulations, Nevada statutes also provide protection for PRI Nevada statutes
treat any information “of a personal nature about any person” collected as part of a disease report or
investigation into such a report as confidential medical information and prohibits the release of that
information “under any circumstances, including pursuant to any subpocna, scarch warrant ot
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 Health Investigation
In general, the reason for investigating an outbreak of disease is to determine the source of the
outbreak in order to prevent ongoing or future cases of disease. In the outbreak described herein,
the goals of the public health investigation were to:

¢ Confirm the existence of an outbreak, including confirming reported cases

e Identify additional cases of disease ‘

e Describe the outbreak epidemiologically

® Determine the cause of the outbreak by identifying and evaluating potential sources of

infection
¢ Initiate an appropriate public health response

Although a number of agencies and individuals were conducting parallel (and often overlapping) i
investigations, the health district did not play a role in setting the focus or goals of any of these
investigations.

Public Health Response :
Based on the public health investigation, the goals of the public health response were to: :
¢ Notify patients of their potential exposure and recommend testing for hepatitis C, hepatitis
B and the human immunodeficiency virus (111v)
Ensure that potentially-exposed patients have access to testing
¢ Provide appropriate risk communication to the public
e Coordinate with partmer agencies in areas of concurrent jurisdiction and in overlapping,
parallel, but separate investigations
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Part 3
Hepatitis C
Disease Ovetrview

Organism

The hepatitis C virus (1iCV) is a positive-sense, single-stranded, encapsulated, ribonucleic acid (RNA)
virus, and 2 member of the genus Hepaavirus within the family Flayiviridae.s HCV has been grouped
into six genotypes, numbered one through six,2 through phylogenetic analysis of nonstructural
protein 5B (Ns5B). Within cach genotype are a number of subtypes given a single-letter designation
such as “12”.%

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.26 The RNA
polymerase found in HCV 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
approximately 10° nucleotide substitutions per site per year.2828 The virus undergoes rapid
replication, and it is estimated that over 10" viral particles are produced in an infected individual
cach day.3 These two factors combine to result in the relatively rapid accumulation of mutadons
within an infected host.» At any given time, a number of different HCV variants, typically described
as a “quasispecies” or “swarm”, can be identified within an infected individual 32 Due to immune
pressure, the mutations are most frequently identified in hypervariable region one (HVR-1) of
envelope protein two (E2).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.3s The Food and Drug Administration (FDA) has approved 26 products for use in
equipment reprocessing, sterilization, and high-level disinfection, including gluteraldehyde-, peracetic
acid-, hydrogen peroxide-, and orfho-phthaldehyde-based products,3

Transmission

Hcv is transmitted from petson to person through direct blood-to-blood contact,3” and is not
spread through household or casual contact.3 The sisk of transmission from mother to child 7 u#ro
is approximately 5%,3 and is correlated with the viral load of the mother.+® Although sexual
transmission of HCV can accur, it appears to be an inefficient mode of transmission. The risk for
sexual transmission of 11CV from an infected partner to a non-infected partner within a
monogamous relationship is estimated to be between 0% and 0.6% per year.#t Because of the low
tisk, barrier precautions for sexual contact within a monogamous relationship and routine screening
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of pregnant women are not recommended, and there ate no recommendations that HCV-infected
women abstain from breastfeeding 42

When compared to hepatitis B virus (HBV) and human immunodeficiency vitus (HIV), HCV has a
moderate risk of transmission, Studies of accidental needlesticks in healthcare settings indicate the
risk of HCV transmission is about 3% per documented exposure, whereas the risk of HIV
transmission is approximately 0.3% per exposure, and the risk of 1BV transmission is approximately
30% per exposure4

Clinical Presentation

Acute hepatitis is characterized by the discrete onset of symptoms such as jaundice, anorexia,
abdominal pain, nausea, vomiting, dark urine, and clay-colored stools, as well as elevated serum
alanine aminotransferase (AL1) levels.4445 In those who develop acute discase, symptoms appear
between two weeks and six months after infection, averaging seven weeks,* and full recovery may
take several months after the onset of symptoms,#? Nationally in 2006, 41% of reported cases of
acute HCV infection were hospitalized, with one death from acute infection among 450 reported
cases.4®

Fewer than ten percent (10%) of persons infected with the virus develop acute disease.#? Most new
infections result in a subclinical presentation without apparent symptoms. After both acute and
subclinical infection, between 50% and 85% of patients enter a long-term, chronic state of
infectionse Of those with chronic infection, 20% will develop cirrhosis, with 2% developing
hepatocellular carcinoma.st Cicrhosis is more likely to develop in those who have been infected at an
older age, persons with high levels of alcohol consumption, and those who are co-infected with
hepatitis B.s2

HCYV Diagnosis and Classification for Public Health Surveillance

Hepatitis C virus infection is detected through one of several blood tests. Most frequently, enzyme
immunoassay (ELA) or enhanced chemiluminescence immunoassays (CIA) tests are used to detect
and-HCV antibodies in the blood of an infected person. ElA ot 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-confirmatory.s3s HCV Recombinant Immunoblot Assays (RIBA) are typically ordered
as a confirmatory test for EIA or CIA positives, and a positive RIBA result is considered confirmatory
with or without any other laboratory findings. HCV Nucleic Acid Tests (NAT) are typically ordered as
patt 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.s+

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 discrect onset of any sign or symptom consistent with acute viral
hepatitis, have either jaundice or an ALT greater than 400 international units per liter (JU/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
antgen.ss
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As most people infected with HICV have asymptomatic infections, a case definition has been
developed for past or present infection with HCV (non-acute infections). To be considered a
confirmed case of past or present HCV infection, the case definition requires that a person has a
laboratory-confirmed 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 confirmatory testing and ALT above the upper
limit of normal.sé

Epidemiology

HCV infection is the most common bloodborne infection in the United States, with an estimated 3.2
million Americans currently infected.57 Genotype 1a is the most prevalent HCV genotype in the
United States, responsible for 58% of infections. Genotype 1b is responsible for 21% of infections,
and genotype 2b is responsible for 13% of infections. The prevalence of these genotypes has been
consistently ceported throughout the country, and although local data are not available, it is likely
that the prevalence of the genotypes in Southemn Nevada is consistent with national data.s8

Approximately 4 million Americans (1.6%) show evidence of having ever being infected with 11Cv.59
Since the peak in 1989 when an estimated 291,000 persons were newly infected with HCV
nationwide, the number of new infections has decreased in each successive year.5¢ In 2006, it was
estimated that 19,000 people were newly infected with 1ICV nationwide, with 3,200 (16.8%)
developing acute symptoms.tt In Clark County, Nevada, between 0 and 4 cases of acute HCV
infection were reparted each year between 2000 and 2006, with an annual average of 1.6 cases.

Males, non-Hispanic blacks, people below the poverty threshold, and those with a high school
education or less are the demographic groups that have been historically more likely to have been
infected with HCV, although these demographic diffcrences have recently been changing. 62 In 2006,
acute HCV incidence was similar among all racial and ethnic groups, and the ratio of male to female
cascs was approximately 1.2, down from a peak of approximately 2.0 in 1989.6

A histozy of intravenous drug use, receipt of blood transfusions prior to 1992, and a high number of
lifetime sexual partners are all associated with an increased risk for HCV infection.“ Additional

 significant risk factors include receipt of pooled clotting factors prior to 1987, organ transplant prior
to 1992, and undergoing long-term hemodialysis.5s667 Less significant risk factors include
occupational exposurc to blood in medical or public safety occupations, tattooing, body piercing,
dental work, medical procedutes, and incarceration.s

Nationally in 2006, the most commonly-reported risk factor for acute HCV infection was intravenous
drug use, which was reported by 42% of 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 HCV (10%), and having a needlestick exposure (10%). No cases were reported in
persons who had undergone hemodialysis or blood transfusions. Multiple risk factors were reported
by individual acute cases, but of all cases, 32% reported no risk factors. &

Historical Evolution of Risk Factors

Although the genotypes of the virus evolved at least 500-2000 years ago,™ the major modes of HCV
transmission are the result of relatively recent inventions.” Blood and plasma transfusions became
morte common starting around the time of World War 11,77 glass syringes began to be produced on
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a large scale in the 19205, and disposable syringes became mass-produced and widely available in
the 1950s.7

Prior to 1970, approximatcly 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 for 11BV.7 Studies using the screening test showed that of those who
developed post-transfusion hepatitis, only 20% of infections were related to 1BV.7?

The United States shifted to an all-volunteer blood donation program in 1970 after research
identified that blood from volunteer donors resulted in lower rates of post-transfusion hepatitis than
from compensated donors.7##091 Also in 1970, HBV screening tests were developed and implemented
by blood banks.52 As a result, post-transfusion hepatitis incidence was lowered to approximately
10% of transfusion recipients 8384

In 1973, hepatitis A virus (HAV) was identified by electron microscopy in stool samples.$s Studies
ruled out HAV as the etiologic agent responsible for the non-HBV transfusion-associated hcpatitis.®
As these post-transfusion hepatitis cases were not caused by 1AV or HBV, they became known as
“non-A, non-B” (NANB) hepatitis.

In 1985, pooled clotting factor concentrates, which came from large numbers of paid plasma
donors, began being chemically treated to inactivate viruses.8? Research showed that pooled clotting
factor concentrates could be treated, preventing post-transfusion hepatitis and t11v infection while
retaining their effectiveness.tete

The virus responsible for NANB hepatitis was identified in 1989 and was named the “hepatitis C
virus”.90 In 1990, the first BIA tests for HCV were approved and used to screen the blood supply.
These tests decreased the incidence of post-transfusion hepatitis to 1.1% of transfusion recipicents,
and second generation IZIA tests introduced in 1992 essentially eliminated the risk of hepadtis C
infection from blood transfusion.® The Centers for Disease Control and Prevention (CDC) estimates
that the current risk of HCV transmission through blood transfusion is cutrently about 1 in two
million transfused units.o2
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Part 4
Cluster Identification and
Initial Response

On December 4, 2007, a case of acute hepatitis C infection in a hospitalized patient was reported to
OOR by a healthcare provider. Upon interview, the patient denied all major risk factors for HCV
infection, but did report having a dental procedure and having two procedures at the Endoscopy
Center of Southern Nevada (ECSN): a colonoscopy on September 20, 2007 and an
esophagogastroduodenoscopy (EGD) on September 21, 2007. The investigation was completed on
December 26, 2007, 2nd the patient was determined to have met the case definition for acute HCV
infection.

On December 17, 2007, a second case of 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 of the second acute hepatitis C case investigation, a common association was
identified between both cases and the Endoscopy Center of Southern Nevada. Neither patient could
provide the exact procedure dates at the time of interview, but reported undergoing procedutes in
mid- to late-summer of 2007; the patients did not appear to have procedures on the same day.
Upon identification of the initial cluster on December 28, 2007, the SNHD Chief Health Officer and
the State Epidemiologist at NSIID were notified.

On january 2, 2008, the OOE contacted CDC for advice and to explore the possibility of requesting
formal assistance from €DC. In addition, the NSHD Bureau of Licensure and Certification (BLC) was
contacted to determine if BLC was responsible for the licensing and regulation of 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 third casc of 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 clinic, and based on the identification of 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 epidemiclogist.
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Two €DC Epidemic Intelligence Service officers arrived in Las Vegas, NV, on January 9, 2008, at
which time SNHD convened a meeting with personnel from $NHID, CDC, and BLC in attendance.

The cDC assisted SNI1ID with the field portion of the investigation conducted from January 9, 2008
through January 18, 2009 through the temporary assignment of CDC staff, and provided ongoing
technical assistance throughout the course of the investigation. The report of the Held investigation
conducted by CDC has been included as Appendix J.

An independent investigation of the clinics by BL.C was conducted concurrently with the SNHD
investigation; the reports of the ficld investigations conducted by BLC have been included as
Appendix K and Appendix L.

Cm
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Part 5
Clinic Organization and
Operations

Methodology

The clinic organization, administration, and staffing was determined through review of 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, located at 700 Shadow Lane, Suite 165-B, Las Vegas,
NV, was an outpatient surgical center specializing in endoscopic procedures. The clinic primarily
performed esophagogastroduodenoscopies and colonoscopies, 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 surgical 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 the last procedures of the day
generally being completed in the late afternoon. Four oz five patients were typically scheduled during
the first time slot of the morning at 7:00am; subsequent patients were scheduled in 15-minute
intervals, with two patents scheduled for most time slots throughout the day.

"The clinic was issued a business license by the City of Las Vegas, Nevada, on October 9, 2002 the
business license was allowed to lapse on November 17, 2007.95 It was also licensed as an ambulatory
surgical center by the Burcau of Licensing and Certification of the Nevada State Health Division.
Clinic staff reported that the facility was voluntarily accredited by the Accreditation Association for
Ambulatory Health Care.

Affiliated Clinica

The Endoscopy Center of Southern Nevada was affiliated with several Gastroenterology Center of
Nevada (GCN) clinics and two ASCs, Clinic management reported that each was operated as a
scparate business entity, although many of the group’s administrative and management functions
were centralized. A total of fourteen physicians were owners or employees within the group, with
overlap between the ownership groups of each business.ss
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In addition to ECSN, there were two additional ASCs in the group:
¢ Desert Shadow Endoscopy Center (DSEC), 4275 Buenham Avenue, Suite 101, Las Vegas
e Spanish Hills Surgery Center, 5915 South Rainbow Boulevard, Las Vegas
A total of six Gastroenterology Center of Nevads offices were part of the group.%” These clinics did
not pecform outpatient surgical procedures and were located at:
e 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 administeation office was located in the 700 Shadow Lane building.

Staffing

Employed ECSN staff at the time of investigation in January 2008 included 9 physicians, 4 certified
registered nurse anesthetists (CRNA), 10 registered nurses (RN), 9 technicians and 2 licensed practical
nurses (LPN), and additional front and back office staff. In January of 2008, the clinic’s website listed
a total of 14 physicians and 4 physician assistants (PA) as being employed by the group, although no
PAs were observed to be working at ECSN.98

The Spanish Hills Surgical Center and Gastroenterology Centers of Nevada were not investigated,
thus information about staffing levels was not available. ECSN management reported.common
management between 1:CSN and DSEC, but that CRNAs or other staff generally did not rotate between
the two facilities.

An investigation of DSEC practices was not initiated uniil after Clark County had placed a restriction
on the DSEC business license, effectively closing the clinic, thus information about the staffing of
DSEC was unavailable. ECSN, DSEC, and all related facilities were closed to patients as of April 2008,
either voluntarily or by order of a government business licensing agency, preventing the initiation or
continuation of any field investigations.ssieo
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Part 6

Field Investigation

Mcthodology

The field investigation began on January 9, 2008 and continued through January 16, 2008; several
follow-up visits to the clinic were conducted through the end of January, 2008 to collect additional
information. ECSN Clinic layout, operations, and procedures wete evaluated by multiple days of
obsetvation, overviews provided by clinic management, interviews with cutrent and former clinic
staff, and reviews of clinic and other documents by investigators from SNHD and CDC.

ST A

Clinic Layout

H ] Within the clinic suite, ECSN had three distinct areas: a patient waiting room, clinic offices, and 2

i 3 procedure area. Unless escorted or admitted by a staff member, patients had no access to areas other
] than the waiting room. The offices within the suite consisted of a reception area, medical records
storage, small offices, and a staff break room.

i 4 The procedure area was divided into several rooms and general areas, including two procedure z
: rooms, an IV preparation room, an equipment reprocessing room, an endoscope and equipment :
storage room, a patient changing area, and a large area divided by curtains into four patient bays.
The general layout of the procedure area is presented in Figure 6-1. At the back of the suite, ECSN
was connected to the affiliated GCN dlinic, allowing staff to mave between the two clinics.

In addition, the clinic had a small conference room and administrative and billing offices separate
from the ECSN surgery suite.

General ECSN Clinic Operations
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 CRNA checked out 30-milliliter (ml) lidocaine vials and
vials of propofol (cither 20m! or 50ml vials), then placed the vials in storage cabinets in both

! procedure rooms.

A lockbox containing fentany), 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 for patients observed during the investigation, thus the
distribution or administration of narcotics could not be evaluated.

Patients initially reported to the dlinic waiting troom, filled out paperwork, and waited to be called
into the procedure area, Patents discobed, changed into gowns in changing rooms, and were
escorted to the patient bay area, Patients were then called into an intravenous (IV) preparation room
where a heparin lock was placed in the patient’s arm by an RN. The patients then returned to one of
four patient bays where they were placed on a gumey for transport into the procedure rooms. Clinic
staff were not observed performing any pre-surgical testing, including finger stick glucose testing,
and reported not to be authorized to do so.

The patient was transported into the procedure toom and interviewed by the CRNA about the
patient’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 electronic system. Once the doctor entered the room, he donned
a gown and gloves and spoke bricfly with the patient. The patient was then sedated for the
procedure.

Upon completion of the procedure, the patient was transported back to one of the patient bays by a
technician for recovery and post-procedure assessment. 1v 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 directly involved with patient care during the procedure:

e A physician performed the procedute, and one physician was typically assigned to perform
all procedures during a several hour block of time (e.g. from opening to mid-morning). The
physician rotated between both procedure rooms during this block of time. If two physicians
were scheduled for the same time block (as they were on the afternoons of 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 nceded in
either 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 physician during
the procedure. Technicians were observed to remain in one room for several consecutive
patients, although clinic records from September 21, 2007 indicate that the some technicians
would occasionally rotate between rooms along with the physician. On both July 25, 2007
and September 21, 2007, four technicians were listed in clinic records as assisting in
procedurcs.

® Once the procedure was completed, the endoscope was passed to a different technician in
the equipment room for reprocessing. The scheduling of the reprocessing technicians was
not evaluated during the investigation.

® An RN was present in the room to generally chart the procedure, and was the only member
of the team present in the room that was not assigned to any duties requiring direet contact
with 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.

o Additonal nurses were assigned to patient recover areas, intake, discharge, and Iv placement.
The scheduling of these nurses was not evaluated during the investigation.

Injection Practices: IV Placement

Iv placements were typically done by RNs in the IV preparation room priot to the patient entering
the procedure room. The RNs placing the [V lines were observed to wear gloves and cleanse the
patient’s skin with alcohol before placing the heparin lock. Once the heparin lock was placed, it was
flushed with 1ml-2ml of saline from a multi-dose 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 wete not observed wiping the stopper of the saline
vial with alcohol prior to accessing it with a needle.

Not all heparin locks were placed in the IV preparation room by an RN prior to the procedures.
Some of the Vs wete started by a CRNA, and staff reported that this generally occurred with the first
few patients of 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 propofol.

Injection Practices: Sedation )

Each moming, CRNAs would draw 1ml of lidocaine from a 30ml multi-dose vial into multiple clean
10ml syringes with clean needles and then recap the ncedles. The syringes were neither labeled as to
their contents nor with the date. They were placed in 3 drawer with any unused syringes from
ptevious days.

Each CRNA drew 9ml-10ml of propofo! into a pre-filled lidocaine syringe to start the procedure,
resulting in a mixture of lidocaine and propofol which was used for the initial injection.
Observations and interviews identified that each CRNA had their own technique for the
administration of propofol. The propofol vials were not labeled as to the date or time the vial was
initially used.

CRNA 1 was observed placing a new needle on a syringe that had been used to initally 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 this by
clinic staff, and that it was his routine procedure for the administration of additional propofol ta 2
patient. He also reported that at the end of the procedure, he would discard the needle and syringe
and keep any remainder of the propofol in the vial for use on subsequent patients.

CRNA 2 was observed filling syringes, including full syringes and partially-drawn syringes, with
propofol in advance to be used for patients who needed additional propofol after the initial dose.

Some syringes were drawn from new vials of propofol. Other syringes wete drawn from vials with
propofol remaining from previous patients, 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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CRNA 3 was abserved drawing doses of propofol with a new needle and syringe when needed, but
did use the vials for multiple patients. 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 investigation and could not be observed.
Through a telephone interview, CRNA 4 reported using the same practices as CRNA 1, changing the
needle but reusing a syringe if additional doses of propofol were nceded.

No CRNASs or RNs were observed using syringes or needles on multiple patients, and none reported
either doing so or being instructed to do so.

Endoscope Reprocessing

Upon completion of the endoscopic procedure, the physician handed the scope to the assisting
technician. The technician placed the end of the scope 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, whete a
second technician would continue the process. Both types of endoscopes used by the clinic were
processed in the same manner, as the equipment used for reprocessing was compatible with either

type of scope.

In the reprocessing room, a leak test was performed with a handheld manometer. During the period
of observation, all scopes passed the leak test. The caps wete 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 of the scope and the outside surface of the scope using a
disposable brush. Technicians were obsesved 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 of 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 of which could process two scopes simultaneously using Rapicide™, a gluteraldchyde 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 the disinfection cycle was completed, the reprocessor emitted an audible alarm to noify the
technician to initiate the drying process. The technician then injected a syringe of 70% isopropyl
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alcohol and a syringe of air. 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 entize cleaning process took approximately 25 to 30 minutes, with the automated step taking
about 17 minutes.

Staff reparted that each morming, routine testing was performed on the automated reprocessor to
censure that the machine was functional and that the gluteraldehyde was at the appropriate
concentration. The functional evaluation involved checking the level and temperature of the
disinfectant, which was maintained at 36 °C-37 °C in the reservoir to ensure that the 35 °C
temperatutc was maintained during the disinfection process.

A colorimetric test trip was used to ensute that the gluteraldehyde solution met the minimum
recommended concentration (MRC) 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 of the solution. Clinic logs
indicated that the tests were performed each day, and that the solution was changed on a regular
basis.

As of August 2007, the clinic had two identical Medivators™ reprocessors. Prior to August 2007,
the clinic had one Medivators™ and onc Johnson & Johnson automated reprocessor. As the
Johnson & Johnson reprocessor was no longer at the clinic at the time of the investigation, the use
of the reprocessor (either through direct observation or review of maintenance logs) could not be
evaluated. Maintenance records for one Medivators™ reprocessor were available for all of 2007, and
records for the second Medivators™ wete available from August 2007 through the time of the
investigation.

Clinic staff gave conflicing information about the reasons for the remaval of the Johnson &
Johnson reprocessor. Staff members reported that maintenance issues, including a pump that had
failed, that took the reprocessor out of 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 solution maintaining the MRC. Upon
reaching that limit, users were locked out until the soludon was changed or the counter was reset.
Because of the high volume of scopes being reprocessed, the machine had to be reset frequently,
taking it temporarily offline.

Noted in the equipment logs was that the Medivators™ reprocessor was out of 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
contracts 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 thete records of any manual reprocessing steps implemented.

Review of 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 was no longer at the clinic at the time of the investigation, the
maintenance logs for the same ime period were not available for review. Review of 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 reprocessing of endoscopes and mzintenance of 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 correctly
complete the process independently. A reference diagram on reprocessing was posted on the wall in
the work area.

Infection Control

Sinks and hand sanitizers 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 with patients. Although staff generally wore gloves when working with
patients, CRNA 2 was observed not wearing gloves or only wearing one glove during the
administration 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 utility arca at the end of the day.
Although staff generally used the sharps containers appropriately, one CRNA 2 was observed moving
around the procedure toom with a used uncapped needle, recapping a needle after it had been used
on a patient, and uncapping a necdle with their mouth prior to injecting the patient.

The clinic was observed 10 use disposable, single-use biopsy equipment and bite blocks. Several staff
members expressed concern to investigators about the reuse of these items at the clinic. 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 ditected to usc disposable items three times before
discarding, with items being cleaned and reprocessed with the scopes. The staff member also
reported that the reuse of biopsy equipment stopped after multiple staff members expressed their
concerns to management, Clinic management denied the reuse of 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 wites, while procedure logs indicated that the clinic performed over 7,800 biopsies
and polyp removals,

Procedure Documentation

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 of the findings were included in the
patient’s chart.ioviez The patient’s preoperative evaluation, vital signs, and sedatives administered
were recorded by the CRNA in an ancsthesia record which was given to the RN at the end of the
procedure for inclusion in the chart, A printout from the patient’s vital sign monitors was made
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upon completion of the procedure before the patient was moved to the recovery bay and was
included in the chart as well. A printout from a second vital sign monitor, used in the recovery area,
was also included in the chart.

A teview of patient chatts from the days of known disease transmission identified 2 number of
problems with the 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 of this is presented in Figure 6-2). Times recorded on the charts were not
based on a common time soutce, as 2 number of sources 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 of the event, For example, the time a physician was at the patient’s bedside was to be
recorded before the patient left the procedure room, although staff reported that the physician did
not typically visit the patient in the recovery area. A review of charts from the known days of
transmission in 2007 identified 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 consistently recorded on charts to have
occurred seven minutes after the completion of the procedure.

Staff members reported that anesthesia times were intentionally recorded incorrectly for the
purposes of obtaining additional reimbursement. The staff members reported that the anesthesia
times for procedures shorter than 30 minutes in length were typically recorded as 31 or more
minutes. A review of anesthesia times from procedures on July 25, 2007 and September 21, 2007
identified a total of 128 procedures for review. Of all procedures, 115 (90%) had reported anesthesia
times of between 31 and 33 minutes, with a median of 32 minutes.

Graphical depictions of 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 of anesthesia and the time of the end time of the second vital sign monitor. In
one chart from September 21, 2007, vital signs were recorded for 29 minutes after the 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 of 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 paticnts 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 7

Cluster Investigation

Methodology

Endoscopy Center of Southemn 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. Patient information was grouped by procedure room and put in sequential order using
the start time recorded by the automated computer system used by the physicians during the
procedure. :

Five different sets of procedure times were abstracted from the patient charts:
-®  Ancsthesia Time: the times recorded on the anesthesia log as the start and end time of the
anesthesia administered for the procedure
® Nurse Log Time: the times recorded by the procedure room nurse as the start and end times
of the procedure
e Vital Sign Monitor One Time: the first and last time recorded by the patient’s vital sign
monitor used in the procedure room
o Vital Sign Monitor Two Time: the first and last time recorded by the patient’s vital sign
monitor used in the recovery room
® Report Time: 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 perform
the procedure
Additional times were identified on the charts, including the time nursing notes were made, the time
of discharge, and time at which the patents signed forms,

Procedure times were determined using the nurse log time start ime as the beginning of the
procedure and the earlier of the nurse log time end time and the report time 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).

September 21, 2007 Cluster 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 incorrectly 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 procedute 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 “8”. 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 of a patient who had a procedure on
September 21, 2007 was reviewed. The report reviewed was submitted to the referring physician
within three days of the procedure, and the date error was present in the report, indicating that it
was not introduced after the initiation of the investigation but was present at the time of the
procedure.

There were other problems identified with the information recorded in patient charts. As described
in Part 6 of this report, the duration of anesthesia times was incorrectly recorded, resulting in an
incorrect end time. 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 five minutes
after the procedure had been initiated, with four proccdures having a discrepancy of ten or more
minutes; the largest discrepancy noted was 14 minutes. In one case, the anesthesia start time
recorded was the same time as when the procedure was recorded to have been completed.

On September 21, 2007, a total of 64 procedures were performed on 63 patients (one patient
underwent both an EGD 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 ranged from 25 minutes to 41 minutes, with a mean and
median time of 32 minutes (see Figure 7-1). Sixty-one of the 63 procedures (97%) had a recarded
anesthesia time of between 30 and 34 minutes. The total amount of anesthesia time recorded was 33
hours, 25 minutes, a per-room average of 16 houts, 42 minutes.

The soutce patient underwent a procedure mid-moming, and all infected patients underwent
procedures within about three hours and thirty minutes of the source patient’s procedure. The order
of 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 of four physicians performed procedures on September 21, 2007, and two CRNAs
administered anesthesia in the rwo procedure rooms, The IVs of the source patient and five of the
case patients were started by RN 1, and the Vs of the other two case patients were started by RN 2.
Case paticnts had procedures performed in both pracedure rooms on that day, and the proceduzes
were performed using several endoscopes. No case patients had a procedute petformed with the
same cndoscope as was used on the source patient. Four of the case patients had biopsies performed
during theit 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 1v, the type of procedure, or the room in which the
pracedure 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 performed procedurces in both rooms. CRNA1 remained in toom “A” for all
procedures that occurred both before and after the time period displayed in Figure 7-2, and CRNA2
remained in room “B” for all procedures that occurred both before and after the time period
displayed in Figure 7-2.

According to patient charts, CRNA 1 began administrarion of anesthesia to a patient in room “B”
while still completing a proceduce in room “A” approximately thirty minutes after the start of the
source patient’s procedure. In addition, about two hours after the beginning of the source patient’s
procedure, CRNA 1 administered anesthesia during multiple, overlapping procedures in both
procedure rooms.

Both 20 milliliter (ml) / 200 milligtam (mg) and 50ml/500mg propofol vials were checked cut by
CRNAs on September 21, 2007. According to the propofol daily sign out log, four 20ml vials were
checked out and all four were retumned. A total of twenty-four 50ml vials of propofol were used.
Initially, cighteen 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 of propofol (12,000 mg) was
checked out and not returned. C

A total of 9,530mg of propofol was recorded 1o have been administered to the sixty-three patients,
which would have required the use of at least twenty 500mg vials, Patients were injected with an
average 151mg of propofol (range 50mg-300mg); four patients needed more than 200mg, and four
patients needed less than 100mg,

Of forty-five :CSN patients from September 21, 2007 who had procedures after the source patient,
six patients (13.3%) were infected with the hepatitis C virus and were genetically 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 specimen; this patient was not known to be infected
with 1ICV ptior to undergoing the procedure on September 21, 2007 . Patients 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 patient was recorded to have received a total of 200mg of propofol, divided
into four injections of 50mg, 50mg, 60mg, and 40mg. The case patients (numbered in descending
order of the total amount of propofol administered) received injections of the following:

Case patient 1: 170mg, divided into injections of 50mg, 50mg, 50mg; and 20mg

Case patient 2: 160mg, divided into injections of 50mg, S50mg, 30mg, and 30mg

Case patient 3: 150 mg, divided into injections of 50mg, 50mg, and 50mg

Case patient 4: 150 mg, divided into injections of 100mg and 50mg

Case patient 5: 150 mg, divided into injections of 100mg and 50mg

Case patient 6: 130 mg, divided into injections of 50mg, S0mg, and 30mg

Case patient 7: 50 mg given as a single injection
There was no indication on the anesthesia record as to the number of vials used or the amount of
propofol drawn into 2 syringe at one time (4e. if syringe was filled with 100mg and given as a single
100mg dose or two 50mg 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 from July 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 of 67 procedures were conducted on 65
patients on July 25, 2007; two patieats underwent both an EGD and colonoscopy.

The genetically- identified source patient was the first patient to have a procedure petformed on July
25, 2007 by Physician B and CRNA 4. The procedure on the one newly-infected patient began 1 hour
and 11 minutes after the soutce patient’s procedure began, and was also performed by Physician B

i 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 soutce patient and the newly-infected
patient. According to the records of the infected patient, the 1V was started by CRNA 4.

Both 20ml (200mg) and 50m! (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 wete
returned. Twenty 50ml vials of propofol wete used on July 25, 2008; initially, five 50ml 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

Methedalogy

Ages of patients at the time of procedute were calculated from dates of birth abstracted from the
charts of patients who had procedures at ECSN from September 21, 2007 through September 24,
2007.

Estimates of the proportion of Clark County residents that were potentally exposed were
determined using the total estimated potentially-exposed patients and the 2007 mid-year certified
populaton estimate from the Nevada State Demographer.t3 The total number of persons exposed
in each 5-year age group were estimated by applying the proportion of patients in cach 5-year age
group in the September 21, 2007 through September 24, 2007 ECSN sample to the total number of
potentially-exposed patients. Age-specific rates were then calculated using the estimated total
number of patients in each age group and age-specific 2007 population estimates from the Nevada
State Demographer.o4 The percentage of households with an exposed patient was estimated using
the total number of estimated potentially-exposed patients and the number of estimated Clack
County households from the American Community Sutvey 3-Year Estimates of the number of
households in Clark County.'s :

Clinic patient volume was determined by abstracting information from two sets of log books
maintained by the clinic, one for US Department of Veterans Affairs (VA) patients, and one for non-
VA patients.

‘The age-adjusted prevalence of hepatitis B and hepatitis C was calculated using age-specific
prevalence rates determined in the Third National Health and Nutrition Examination Study
(NHANES 1II).106107108 The age-adjusted prevalence of HIV infection including Acquired Immune
Deficiency Syndrome (AIDS) was calculated using age-specific national estimates of persons living
with HIV/AIDS in 2007 and the clinic age distribution.iosuoi Nevada age- and race-stratified
populations estimates made by the Nevada State Demographer for 2007 were used in the calculation
of ratea.n2

Analysis of data was performed in Microsoft Excel (Redmond, WA) and Statcale 6 (Centers for
Disease Control and Prevendon, Atlanta, GA).
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Results

Data on 232 patients were available for analysis. The average age of clinic patients was 55.8, the
median age was 57, and the range of ages was 17 to 83. The age distribution of clinic patients is
presented in Figure 8-1.

As described in Part 11, it is estimated that 49,254 patients werc potentially exposed at ECSN
between March of 2004 and January 11, 2008, and 12,895 paticnts were exposed at DSEC (all dates), a
total of 62,149 patients. The certified 2007 estimate of the Clark County population was 1,954,310,
resulting in an estimated exposure of 3.2% of Southern Nevada residents. The age-specific potential-
expasure rate ranged from 0.4% of Clark County residents age 15-19 to 14.2% of Clark County
residents age 65 to 69. Of 662,025 houscholds in Clark County, 9.4% had a member potentially
exposed at ECSN or DSEC.

In 2007, ECSN performed 15,249 procedures on 253 business days, an average of 60.3 procedures
per day (range: 25 to 76). Of the procedures performed in 2007, 34% were EGDs and 66% were
colonoscopies.

Patient records were contained in two sets of clinic log boaks, one for vA patients, and one for all
other paticnts. Nine percent (9%) of paticnts 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 {or ECSN. For DSEC, 10.9% of 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% miore likely to have
a biopsy than VA patients (RR=1.2 [1.13-1.28}, p<0.0000001), as 52% of nion-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 of clinic patients, the
background prevalence of past or present HCV infection in the sample clinic population was
calculated to be between 1.5% and 3.3%. i

Based on national age-specific seroprevalence and the age distribution of clinic padents, the
background seroprevalence of 11BV in clinic patients was calculated to be 6.9%. Based on the ratio of
chronic to past hepatitis B infections determined by NHANES I1I, 0.6% of clinic patients were
estimated to have a chronic hepatitis B infection.

Based on national age-specific seroprevalence and the age distribution of clinic patients, the
background prevalence of HIV in clinic patients was cstimated to be 0.4%.
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Part 9
Staff and Cluster
Laboratory Investigation

Collection Methodology

SNID attempted to collect blood samples from all patients who had procedures on July 25, 2007 and
Septemnber 21, 2007 to identify source patients and patients with asymptomatic infections. For
patients who refused interview or who could not be located, commercial laboratories were contacted
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, SNHD collected blood samples from ECSN employees with direct patient contact who
were employed by the clinic at the time of the field investigation in eatly January, 2008.

All blood samples collected directly by SNHD were drawn by licensed laboratory personnel and were
accessioned and handled through previously-established laboratory procedures. Prior to the blood
draw, SNHD staff verified the patient’s identity. For each patient, two tubes of blood were collected
by SNID staff,

SNPHL contacted local commercial laboratories to obtain any remaining specimens from testing
performed as part of 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 (SNPHL) by the commercial laboratoties through previously-established sample
submission procedures and were accessioned and handled through previously-established laboratory
procedures.

Specimens were generally screened for evidence of infection with 1ICVY, HBY, or HIV, and thosc
specimens that screened positive for evidence of HCV infection underwent additional HCV genetic
testing. The location of testing varied based on the group of persons being tested:
¢ For SNHD-collected specimens from clinic staff, one of the two tubes of blood was
submitted to laboratories at the CDC for the initial FICV, HBY, and HIV screening, The second
tube remained at SNPHI.. In addition, lists maintained by SNHD of persons who had tested
positive for 11CV infection were reviewed for the names of cuttent and former employees
provided by the clinic, including those from whom specimens have been collected.
¢ For SNIID-collected specimens from clinic patients with acute disease who had procedures
on July 25, 2007 and September 21, 2007, one of the two tubes of blood was submitred to
€DC for the initial HCV, HBY, and HIV screening. For patients who had screened positive for
HCV infection, the second tube was divided, with onc portion being submitted to cbcC
laboratories for HCV genetic testing, and the other portion remaining at SNPHL.
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¢ For commercial laboratory-collected specimens obtained by SNPIIL, the entire frozen serum
sample was submitted to CDC laboratories for HCV genctic testing,

o  For SNHD-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
submitted to NSUL 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 11CV genetic testing, and the other portion remaining at
SNPHL..

Although SNHD made recommendations for the testing of potentally-exposed clinic patients, SNHD
neither collected nor submitted specimens for testing other than from those patients described
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 collected nor submitted to
CDC for genctic 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 Mcthodology
Patient specimens collected by SNID as part of the cluster investigation were tested for HCV, HBYV,
and 1TV infection as follows:
e HBV: total antibody to HBV core antigen with additional testing for IgM antibody to HBV core
antigen (anti-11B¢) and hepatitis B surface antigen on initial testing positives
® HCV: antibody to 11CV (anti-11CV), with additional testing by RIBA to confirm a positive HCV
antibody result with a low signal-to-cutoff ratio (a high 5/CO is considered self-confirming)
e [Iv: antibody to HIV, with I11v-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.»a SNIID worked with commercial laboratories to develop testing
panels to simplify the testing process for healthcace providers. However, thete was no requirement
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 ctiteria from
national case definitions for HCV infection, HBV infection, and IHV infection were utilized to
interpret laboratory findings for July 25, 2007 and September 21, 2007 patents not tested by SNHD.

114-35116'07-118

Molecular Testing Methodology

Patient samples submitted to CDC for genctic testing were first genotyped by sequencing and analysis
of a 300-nucleotide segment of the NS5B region.1s Each 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.i20421 Included in the
phylogenetic analysis was a reference group of six randomly selected participants from NHANES 111
infected with HCV genotype 1a with a 95% or greater NS5B sequence homology to the suspected
source patients.'23

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 submitted screened negative for evidence of infection with HCV, HBY,
and HIV. No current or former clinic staff were identified in existing SNHD databases as having been
infected with HCv.

SNHD identified a total of 126 patients who had procedures on July 25, 2007 and September 21,
2007. Four of the patients were known to be infected with HCV prior to their procedures (e
classified as unrelated infections). Of 122 potentially-exposed patients, 107 (88%) were screened for
infection through SNHD or commercial laboratories.

Three paticnts had since died and were unable to be interviewed or tested. A review of death
certificates indicated no evidence of hepatitis, HIV infection, evidence of liver disease, or death from
hepatitis-related causes. Information on the infection status on the remaining twelve patients was
unavailable, as either SNHD was unable to locate the patients or the patients declined testing through
SNHD and laboratory testing results from commercial laboratories could not be identified.

Of all samples tested by SNID and commercial laboratories from patients who had procedures on
July 25, 2007 or September 21, 2007, none tested positive for infection with HIV, Five patients tested
positive for evidence of past infection with HBV, although none showed evidence of chronic
infection.

Molecular testing was performed on samples from ten patients who had screened positive for HCV
infection: six patients with acute disease, two patients with non-acute disease, and two potential
source patients. Despite repeated attempts, the sample from one non-acutely-infected patient was
unable to be sequenced as a result of a Jow viral load. Samples from all six acute patients, one non-
acute patient, and two potential source patients were determined to be of genotype 1a.

Phylogenetic analysis (Figure 9-1) identified two distinct clusters of related infections. One cluster
consisted of patients who had procedures on July 25, 2007, and included one source patient and one
patient who subsequently developed acute disease. The second cluster consisted of patients who had
procedures on September 21, 2007, and included one source patient, five patients who subsequently
developed acute discase, and one padent who was infected with 1ICV but did not develop acute
disease. Both clusters were distinct from NHANES [1l 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 source
patient and infected patients in the September 21, 2007 cluster ranged from 99.3% to 100.0%. Two
patients 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, SNiID was contacted by a former patient of the Desert Shadow Endoscopy Center
who reported that they had developed acute hepatitis C after 2 procedure at DSEC on June 14, 2006.
The patient reported thatas part of a routine physical, he or she tested negative for HCV infection on
June 12, 2006, and developed the symptoms of acute hepatitis approxirnately 6-7 weeks after the
procedure. Upon interview, the case denied any other risk factors in the six months prior to the
onset of 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
of DSEC, given the identification of the acute casc in a DSIC patient and the association between
DSEC and ECSN.

Methodology

Medical records of the patient were obtained from the physician who had ordered the routine
physical and had diagnosed the patient with acute hepatitis C. The records were evaluated to
determine if the patient met the case definition for acute hepatitis 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 dme of the SNHD investigation into the transmission of disease at the Desert Shadow
Endoscopy Center, the clinic had been closed. In addition, all clinic documentation and files had
been collected as part of a law enforcement investigation and were not available to SNHD
investigators. Thus, no ficld investigation was conducted.

In order to investigate the risk of exposure to patients, the NSHD Bureau of Licensure and
Certification Statement of Deficiency dated January 30, 2008 was reviewed (Available in Appendix
L). Medical charts of 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 18).

Results

Physician records indicate an illness that met the case definition for acute hepatitis C. There was no
indication in the chart of the discase being reported, and there were no reports received at SNHD.
There was no evidence identified that, at the time of diagnosis in August of 2006, the case was
reported to SNFID by the diagnosing physician in accordance with NAC 441A.

" During the BLC clinic inspection on January 30, 2008, CRNA 5 reported the reuse of a single-use

propofol vial for multiple patients to BLC inspectors. 93 This reuse occutred despite the existence of
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formal 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. #4135 The reuse of syringes
at the clinic was not observed by BL.C surveyors. ECSN management reported that the CRNAs that
worked at ECSN did not generally work at DSEC.

No additional cases of acute 1ICV infection linked to DSHC were identified, and five infections
possibly linked to DSEC were identified (as described in part 18).
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Part 11
Investigation of Positive

Laboratory Results, March and
April, 2008

Methodology
Per NAC 441A.570, diagnostic laboratories and healthcare providers are required to notify the health
authority upon the finding of evidence of infection with HCV in a patient or from a clinical
specimen. Reports are submitted in several formats:
» Healthcare providers or laboratories may call OOE and make a verbal notification
» Commercial and hospital laboratories may call OOE or SNPHL and make 2 verbal notification
® Laboratories or providers may submit a report by fax, using a standardized teporting form
» Laboratories may submit reports electronically through previously-established daily
electronic reporting procedures.

As part of the ongoing hepatitis C investigation, any patient reported to have developed acute
hepatitis C disease was referred to a DIIS for investigation and follow-up using established
previously-established, routine OOE protocols and procedures.

Lab results were matched to the list of clinic patients provided by ECSN by matching first and last
names, and addresses or phone numbers when available on the provider report. 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
reported in March and eacly April of 2008 were interviewed through a call-center established at
SNHD.

An outgoing call center was established to assist OOE in the investigation of 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 of the Medical Reserve Corps of
Southern Nevada. The Medical Reserve Core is a federal government program sponsored by the
Office of the U.S. Surgeon General, and is designed to provide medical and public health surge
capacity during times of cmergency 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 center staff left messages for patients who were unavailable, and made up to two additional
attempts to contact any patients who did not respond. Patients were questioned to confirm their
identity, and to ensure that they had received their test results from their healthcare provider. If
patients had not received their results, they were encouraged to contact SNHD once that had been
accomplished. If patients identities could be confirmed and they had received their laboratory results
and consented to be interviewed, each patient was interviewed using a standardized questionnaire
(see Appendix E). The questionnaire was implemented through an online survey tool, Survey
Monkey. The questionnaire was terminated if the patient reported any symptoms of acute hepatitis,
and the patient 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 according to
the classifications listed in Appendix B.

Results

A total of 1,110 calls (including initial contact attempts and follow-up attempts to contact patients
for whom the initial contact attempt was unsuccessful) were made by the call center to 594 patents
for whom positive laboratory results were reported, resulting in 422 patient contacts. Fifteen persons
refused to speak with call center staff, including three who reported doing so on the advice of legal
counsel. Of the 407 patients who spoke with staff, 203 were aware of their test results and were
willing to answer the questions on the questionnaire. A total of 175 patients reported undergoing
procedures at ECSN during the risk period and were further evaluated.

Of these patients, 77 were identified as having a possible clinic-associated infection, and 50 were
identified as having been infected prior to the procedure (i.z. had an unrelated infection). The source
of infection for 20 patients could not be determined because of the presence of other major risk
factors, and 28 patients did not provide sufficient information to interviewers to make a
determination about the possible source of their infection.

A complete breakdown of all calls made, including classification results, is presented in tables 11-1
and 11-2,
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Part 12

Patient Notification

Patient Information Request

On February 7, 2008, SNHD requested a list of all patients who had procedures during the risk period
at the clinic from clinic management. March 2004 was selected as the beginning of the risk 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 of the risk period. This date was the date in which unsafe injection practices were observed
and clinic management was notified; the unsafe injection practices were observed to have been
discontinued on the next day of operations. The health district requested an electronic file with
information on each patient, including the patient’s name, full address, date of birth, procedure date,
phone number, and the name of the insurance company billed fot the procedure.

On February 22, 2008, legal counsel for ECSN 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 patent’s date of birth, procedure date, ot 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 fixed-width system report printed to a
file, with patient information spread over one or two lines of 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 of addresses was provided to a Las Vegas-based
company specializing in printing and distribution of large-volume mailings. 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 of address form with USPS.

Completeness and Accuracy

A total of 39,561 patient names were provided in the electronic file. Nearly 99% of clinic 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 of the list at the ime it was provided to SNHD.
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Prior to mailing, a total of 5,219 addresses (13.2%) were updated with current information from the
NCOA, and 1,449 addresses (3.7%) were identified as being undeliverable. 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 returmed to SNHD, and it is not possible to determine what
percent of letters were unable to be delivered.

Based on SNIID evaluations of clinic volume, it was esdmated that the clinic performed over 50,000
procedures between March 2004 and January 11, 2008. In order to evaluate the completeness of the
list, in April of 2008, a list was obtained from one insurance catrier of patients for whom claims
were paid.

The completencss of the list was evaluated by comparing a list of insurance 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 the clinic. Any names not found in the initial match
were then manually evaluated and matched to the clinic list.

Of 1,621 names of patients for who claims paid by the insurer, 1,302 (80.3%) were found on the
clinic list. Using this percentage and the number of patients on the list provided by the clinic, it was
estimated that the clinic list should have included 49,254 padents, 9,693 more than provided in the
clinic st. This is consistent with estimates made based on the analysis of clinic volume.

Second Mailing

A second mailing was conducted in June of 2008 to provide recommendations to patients of DSEC
and to announce the SNHD Hepatitis C Exposure Registry. A process similar to that used in the first
mailing was used in the second mailing, with the only notable diffecence being that the letters were
mailed first class to ensure that undeliverable letters would be returned to SNHD. A list of DSEC
patients was obtained, and the same address verification process was conducted as described for the
first mailing. Encollment forms, as well as follow-up letters to ECSN patients (appendix D) and
notification letters to DSEC patients (appendix D) were mailed to 38,024 ECSN patients and 12,895
DSEC patients. A total of 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 SNHD datasets were analyzed for changes in hepatitis test result reporting, including raw lab
reporting logs, compiled datasets of test results, and daily result tracking count logs. Also analyzed
was a dataset provided by a commercial laboratory containing the number of relevant tests ordered
between February 18, 2008 and May 20, 2008. The number of HIV reports reported by different
commerdial laboratories for the time period of January through March, 2009 was abstracted from
the Evaluation 11Iv/AIDS Reporting System (the system used by SNHD for the investigation and
surveillance of 111V and AIDS cases) to determine local commercial laboratory matket share.

For datasets containing records with unique patient identifiers, records were de-duplicated using
“The Link King” software (Camelot Consulting, Olympia, WA)"6 for SAS Version 9 (SAS Institute,

Cary, NC).

Data analysis and visualization was petformed in Microsoft Excel 2007 (Microsoft Corporation,
Redmond, WA).

Daily counts of tests ordered were adjusted using the estimated market share of the commercial
laboratory providing the data to determine estimated daily test counts.

Baseline numbers of expected tests ordered were calculated by averaging the daily total of tests
ordered from February 18, 2008 through February 27, 2008. The total number of HCV tests ordered
was calculated by combining EIA tests, comprehensive hepatitis panels, and acute hepatitis panels.
The total number of 1BV tests ordered was calculated by combining hepatitis core antibody tests,
comprehensive hepattis 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 of tests ordered.

Results
For the period of February 28, 2008 through May 20, 2008, in addition to tests that would have been
routinely ordered for hepatitis or HIV (background), it is estimated that the following numbers of
laboratory tests were ordered in southern Nevada:

e 57047 tests for HICV infection

e 53,691 tests for HBV infection
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e 53,507 tests for HIV infection
: Through the period described above, the number of tests ordered continued to exceed the number
of expected tests (see Figure 13-1).

For the period of February 28, 2008 through December 31, 2008, SNHD received 2,172 initial
positive lab reports in excess of what was expected given the baseline calculated from calendar year
2007. These reports consist of the first time a patent infected with hepatitis C was reported to
SNHD. In addition, 12,331 excess positive tests were reported to SNID as follow-up tests for
previously reported individuals, Through the end of 2008, the number of reports continued to
cxceed the number of expected reports (see Figure 13-2).
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Part 14

Hepatitis C Exposure Registry

Methodology

Exposure registry enrollment forms (appendix F) were mailed to approximately 51,000 former
patients of ECSN and DSEC. As correct contact information was not available for all clinic patients,
registry enrollment forms were alsa available through 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 data management using a three-
stcp process. First, demographic and risk factor data was cntered as provided on the application.
Second, procedure dates were entered for patients who submitted verification of their identity.
Finally, testing and infection information were enteted for all patients who were determined to have
a procedure at DSEC 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 of patients provided by insurance companies. Exact procedure dates were entered if
they could be confirmed by one of the data sources. If the exact procedure date could not be
confirmed, the clinic's accession date was entered as an approximate procedute date if it was
included on one of the data sources. If the accession date was not available on the data source
confirming the patient’s procedure (such as the list of 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 whete it could
be verified that the patient had undergone a procedure at the clinic but no date information was
available, the patient-reported procedure date was entered as an approximate procedure date.

Reports of the first dates of infection were verified using documents provided by the patient and
existing SNI1D data sources for hepatitis C infection.

Data for all forms were analyzed in Microsoft Excel 2003 (Microsoft Corp., Redmond, WA) and
Statcalc (Centers for Disease Control and Prevention, Adanta, GA).

Results
Through January 1, 2009, the enrollment form was downloaded 1,297 times from the website, of
which 9% were the Spanish-language vetsion of the form.
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Through April 1, 2009, a total of 7,605 enrollment forms were submitted to the health district. Of
the forms submitted, 5,628 (74.0%) provided documentation necessary to confirm the patient’s
identity, while 1,977 (26.0%) did nor.

Of the patients whose identity could be confirmed, procedute dates were identified for 5,084

(90.3%). Of those with confirmed procedure dates, 3,898 enrollecs (69.3%) were identified as having

procedures at ECSN, 1,100 enrollees (19.6%) had procedures at DSEC, and 86 enrollees (1.5%) had :
procedures at bath ECSN and DSEC. A graphic depiction of the process is presented in Figure 14-1.

Among patients whose identity could be confirmed, an estimated 8% of 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 SNHD data sources were examined to identify the
first date of infection. The first date of identfication of infection was recorded as the earliest date on
which a specimen was collected that resulted in a positive laboratory finding for HCV infection by
any methodology. Unconfirmed infections were those that were reported by the patient without
supporting documentation and for whom no existing SNID documentation could be identified. The
classification of these reported infections is presented in Table 14-1.

The average age of 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 of patients 70 years of age or older did not submit information
that allowed for the verification of their identity, and were less likely to do so than patients under 70
(RR=1.45, [1,34-1.56], p<.0000001).

Over 46% of clinic patients with verified identitics provided an cmail 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 of age with verified identities were more likely to provide an
email address than former patients 70 years of age and older (RR=1.72, [1.60, 1.85), p<.0000001).

Of the 7,605 forms submitted, 60 wete submitted on behalf of a deceased patent, 36 of which had
sufficient documentation to verify the identity of the submitter.

Enrollment forms were received from former patients living in 42 states, with Nevada residents
comprising 94.8% of enrollees. Of all forms submitted, 89.9% were paper forms mailed out by the
health district; the remaining 10.1% were forms that werc either picked up at health district locations
or were printed from the SNIID website,

Of 310 enrollees reporting having not undergone testing, 40.6% did not ceport a reason for not
being tested. Of 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 barricr, 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 information requests during events and emergencics. 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 of Nevada, as well as the states of Colorado,
Idaho, Hawaii and Montana. RMPDC also provides call center services for events such as public
health emergendies; call center staff have a medical or health background and go througha
standardized training program to ensure the accuracy and consistency of information provided to

callers.

Upon connecting to the call center, a pre-recorded message was played for callers providing answers
to the questions most frequently asked by callers. This message was changed as the response
progressed to reflect the most frequently asked questions by callers. This message was also played :
for persons calling outside the normal hours of call center operation which initially was available i
from 7:00am through midnight. The hours of the call center were adjusted throughout March, 2008
to reflect the changing demand for information from the public.

Information provided by the call center to the general public came from frequently asked questions
(#AQs) developed by SNHD, NSHD and BLC for this event which were provided to RMPDC and
entered into the commercial call center software. The FAQ library was updated as needed throughout
the response, and the FAQ used by the call center can be found in Appendix G.

The software used to operate the call center tracked basic information about the call, including the
date, time of the call, the zip code provided by the caller, and the specific FAQs used to answer
questions from the caller. Other than the zip code of the caller, no identifying information was
collected or recorded about each call unless the caller was self-reporting an infection. The contact
information of persons self-reporting an infection was provided to SNHD on an ongoing basis,
although the number of such reports made to SNHD by the call center was not tracked.

Standardized reports of call center activity, including call volume, locations of callers, and the
frequency of individual FAQ usage were ptovided on an ongoing basis throughout the operations of
the call center.
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Call Center Results .

From the activation of the call center at 1pm on February 27, 2008 through the end of October
2008, the call center received 35,391 calls (See Figure 15-1). OF these, 14,912 (42%5) spoke with call
center staff and 20,479 (58%) only accessed the prerecorded message. Of the callers who spoke with
call center staff, 96.6% were from Clatk County, 2.7% were from within Nevada but outside Clark
County, and 0.6% were from outside Nevada.

Of all calls, 8,651 (24%) were received between the activation of the call center at 1pm on February
27, 2008 and midnight on Saturday, March 1, 2008. An hourly distribution of call volume over the 2-
and-a-half days after the activation of the call center is presented in Figure 15-2. An additional
14,652 calls (41%) were received the following week, and over 75% of calls to the call center
occurred within 17 days of the activation of 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 of 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 of the calls as the
response progressed and that it was a result of callers shifting from mainly asking factual questions
to requiring increased counseling and support.

The most frequently utilized FAQs included:
¢ Which clinic are we talking about? (17% of callers)
Where can I get tested? (12% of callers)
When were the known cases exposed? (5% of callers)
Can you tell me if I'm on the list and should receive a letter? (5% of callers)
I am uninsured. When can [ get tested? (5% of callers)
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Part 16
Southern Nevada Health District
Outbreak Website

Methodology

Monthly summaries of web page views of the SNHD website were produced from web server logs
using Advance Web Statistics 6.9 (Laurent Destailleur, Montigny-le-Bretonneux, France). 157
Individual files were selected for analysis from the directory on the website used for outbreak-related
information and from other related files. Unique page views and the number of 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, Mountzin
View, CA)*8 and Microsoft Excel 2007 (Microsoft Inc., Redmond WA).

SNHD Webasite Results
From February through December of 2008, thete were 116,149 unique views of outbreak-related
pages on the SNHD website. The total unique views by month are presented in Figure 16-1.

Of 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 are 418 (0.4%) downloads of the graphic entitled
“Unsafe Injection Practices and Discase Transmission™ in Adobe Tlustrator (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, respectively. The most frequently viewed Spanish-language items of all types are presented
in Table 16-4.

Google Search Results :

At the time of the public announcement, Google was the most popular search engine used on the
internet, performing nearly 59% of all internet searches.i29 In March of 2008, Google identified a
200% increase in website searches for the term “hepatitis”, making it the 5* most popular health
scarch 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.# 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 normal for Las Vegas from February 28, 2008
through mid-March, 2008 at a level not reached again through March of 2009. The most frequent
health news search for that time period is “cndoscopy”, with “‘endoscopy of Nevada™ ranking 4*
and “hepatitis” ranking 5" The search frequency for each of these terms had increased over 4,000%
from January of 2008, 12
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Part 17

Media

Methodology

SN1iD-related media coverage is routinely tracked by the SN Public Information Office and
generally included reports of local orgination and those from national news outlets broadeast ot
distributed locally. Media coverage related to the investigation and response was identified through
logs of interviews conducted with health district staff, stories directly identified in local media, and
teports identified by an outside media tracking company. The log identified the date of the report
and media outlet, and when appropriate, the times the report was aired. Repeat airings of the same
report as part of the same newscast, such as in an early moming news television broadcast, were not
individually counted.

Media coverage logs generally did not contain stories that originated locally but were broadcast
elsewhere (¢, wite stories), general discussions of the investigation or response (¢4 current events
or interview shows), or broadcast reports in local markets outside Southern Nevada. Stories
published on the websites of media outlets, blogs, or intemet discussion forums wete not counted
for purposes of this report.

As part of the routine duties of 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 of stories in newspapers, on radio, and on television were calculated from a review of
routine monthly reports produced by the Public Informadon Office.

SNHD developed and issued media advisories and releases to local media outlets through fax and by
ernail, as well as posted the releases and advisories on the SNHD website. A list of news releases and
media advisorics was compiled from the news release section of the SNID website.32

Results

A total of 2,125 stories were identified for the time period of February 27, 2008 through December
31, 2008. Of 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 £/ Mundo, Henderson Flonre News, In Business Las Vegas, Labontan Valley
News, Las Viegas Business Press, Las Viegas Review-Journal, Las Viegas Sun, Los Angeles Times, Mojave Daily
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News, Nevada Appeal, New York Times, Reno Gazpite-Journal, Summerlin Home News, Summerlin Seuthwest
Home News, and USA Today.

Local broadcast reports were identified from LV1 (Cable Channel 1), KNTV (NBC —~ Channel 3), Kyvu Z
(FOX — Channel 5), K1.AS (CBS — Channel 8), KVBC (ABC — Channel 13), KINC (Univision - Channel
15), KVCW (CW - Channel 33), KBLR (Telemundo - Channel 39), KAZA (Azteca América - Channel
63), KNUU (970 AM), KDWN (720 AM), KNPR (88.9 FM). The story was also aired locally as past of
several national news programs, including reports on ABC World News, CBS Evening News, FOX &
Friends, All Things Considered (NPR), and ABC Radbo.

The greatest number of reports identified on a single day occurred on Friday, March 7, 2008, where
109 were aired ot printed. From the day of the public announcement on February 27, 2008, at least
one repart appeared locally for 67 consecutive days, through May 3, 2008. Of all reports, 30%
occurred within two wecks of the announcement, and 57% occurred within one month.

Media Releases

- Over the course of the outbreak, SNIID issued eleven News Releases and one Media Advisory. Half
g of these releases were distributed within one month of the public announcement of the notification.
The complete releases ate provided in Appendix H.
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Part 18

Cost

Methodology

Qutbreak-related time expenditure was tracked by individual SNIID offices and submitted with
payroll forms for the period of February 1, 2008 through May 9, 2008. Staff time expenditure for
perieds prior and after this period were estimated by staff members involved in the ongoing

investigation and response. Costs include the base pay rate of staff members as well as indirect costs.

Costs for non-personnel-related items and temporaty staffing were determined from actual charges
to SNHD.

The cost to the public health and medical system for the testing of exposed patients was calculated
using the Medicare reimbucsement rates for general medicine and family practice and the average
costs of the specified laboratory testing panel in Southern Nevada. The cost to the public health and
medical system for the management of 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. 114

Results
The total cost to SNHID for the outbreak investigation and response was determined to be $828,369.
This includes $255,605 for staffing. The total breakdown of costs is presented in Table 18-1,

The market-share weighted cost average cost of laboratory testing was calculated to be $232.79.
Laboratory testing for all potentially-exposed patients was estimated to be §13.8 million, including
$11.1 million for the testing of ECSN patients and $2.7 million for the testing of 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. 13596 Complete information on the requirements for all providers
and insurance companies was not available, thus it was not possible to calculate the percentage of
patients 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% of the patient population who required such visits. If all patients were required to have
these visits, the total costs would be approximately §4 million.

As the decision to treat a person infected with [{CV is one that is made on a case-by-case basis, it is
not possible to estimate the percentage of patients infected or possibly infected that will undergo
treatment. The treatment cost for one patient 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 time spent by the patients, lost work, or quality of life issues. If all 115 identified infected
paticnts were treated, the total cost would be approximately $3.3 million.

: Given an average patient age of 56, and a life expectancy at bitth in 1950 of 68 years,%? patients were

i assumed to be infected for a total of 12 years. The annual monitoring and management of the 115

: HCv-infected patents 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.3® The treatment of cirrhosis is estimated to cost approximately ;
: $110,000, and the treatment of the two expected cases of hepatocellular carcinoma is estimated to :

cost approximately $100,000. The total cost of 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 of 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 of eamings 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 identify both potential source cases and additional clinic-associated
cases of acute hepatitis C or infection with hepatitis C virus:

®  Procedure charts from all patients who had procedures at ECSN on July 25, 2007, and
September 19, 2007 through September 21, 2007 were reviewed for documentation oz
indication of prior infection with hepatits C.

® Recent acute hepatitis C cases reported to OOE were reviewed for reports of endoscopic
procedures at ECSN and martched to clinic logs.

e Individual positive laboratory results from commercial laboratories were submitted to SNHD
per routine reporting protocols. When sufficient contact information was available, cases
reported in March and carly April of 2008 were interviewed through a call-center established
at SNHD (as described in part 1).

® Names of patients on July 25, 2007 and Scptember 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 of acute
infection.

¢ A patient exposure registry was developed to solicit information from former clinic patients
(as described in part 13)

® Patient self-reports of acute hepatitis C infection made to SNHD were investigated to identify
evidence of acute infection.

o ECSN staff were interviewed in regards to their medical history (including pdor 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 cases who were identified in 2006 and 2007 by SNIID and were 50 years
of age or older were cross-matched with clinic records.

Newly-identified persons infected with 111V, acute hepatitis B, or acute hepatitis C were questioned
about procedures at ECSN or DSEC, as well as matched to the list of known clinic patients.

Names of clinic patients were cross-matched to the list of persons known to be infected with HIV.
The records from all matching patients were evaluated for significant risk factors for IV infection,

and persons from whom those risk factors could not be indentified were re-interviewed to identify
potential sources of infection.
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Results
No incident HIV infections could be linked to ECSN, as all patients evaluated either were infected
prior to their procedures or teposted other significant risk factors for infection.

One 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 of symptoms was
insufficiently long after the procedure date to be the result of a clinic-acquired infection, No other
acute hepatitis B cases were identified to have undergone procedures at the clinic.

A total of eight cases could be direcily linked to ECSN.
® One had a pracedure on June 7, 2005 and developed acute hepatitis C. The case was not
reported by the provider at the time of diagnosis, but was identified through a patient self-
report to SNHD.
®  One had a procedute on July 25, 2007, developed acute hepatitis C, and was genetically
linked 1o a source patient on that day.
¢ Six had procedures on September 21, 2007:
o Five developed acute hepatitis C and were genctically linked to a source patient on
that day
©  One did not develop acute hepatits C and was genetically linked to a source patient
on that day

One case was linked to DSEC; 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 of 106 cases have been classificd as possibly linked to the clinics, including 101 cases that
were possibly linked to ECSN, and 5 cases that were possibly linked to DSEC.

There was insufficient information available to determine the source of infection for 32 paticnts,
each of whom did not develop acute hepatitis C and reported one or more major risk factors for

HCYV infection.

A total of 130 people were identified who had been infected with HCV prior 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 of 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 identified during the course of this investigation
represent the largest reported outbreak of health care-associated hepatitis C infection in United
States history.9914¢ Of 33 health-care acquired hepatitis C and hepatitis B outbreaks reported
between 1998 and 2008 identified in a €DC study,“! the outbreak related to ECSN and DSEC was not
only the largest, but resulted in the possible exposurc of more patients than the other 32 outbreaks
combined. In all, approximately 63,000 patients were potentially exposed to the blood of other
patients through unsafe injection practices, resulting in the largest public health notification of its
kind in United States history. Based on direct costs to SNHD, estimates of the cost of testing and
numbers of persons tested, and the cost of treating infected individuals, the total cost of this
outbzezk could be as high as between $16.3 million and $21.9 million.

Seven HCV infections were genetically linked to infections in two source patients who were infected
prior to undergoing procedures at the clinic and reported such infections to ECSN staff in pre-
procedural interviews. Despite the relatively high mutation rate of HCV, one case-paticnt isolate was
an exact match to a viral isolate from one of the source patients, and isolates from each of the
remaining six patients were at least a 98.6% match to that of the other source patient. Source- and
case-patient isolates from both July 25, 2007 and September 21, 2007 formed clusters distinct from
each other and distinct from NHANES 111 patient isolates, further indicating a high degree of
relatedness betwcen source and case patients. Given the facts that:
o Thete is a high degree of relatedness (in some cases an exact match) between viruses isolated
from source patients and case patients, and
® The procedures performed on case patients occurred on the same day as the procedures of
the source patient to whom the case patient was genetically matched, and
® For each genetically-linked infection, the initiation of the source patient’s procedure
preceded the initiation of the case patient’s procedure, and
All genetically-matched source and case patients were given injected sedatives, and
There were no potential sources of infection or common exposures or behaviors identified
between any of the source and casc patients outside of undergoing procedures at ECSN,
it is evident that all genetically-linked infections occurred as a result of undergoing procedures at
ECSN,

Transmission is believed to have occurred through a combination of unsafe injection practices. The

reuse of syringes to access vials could have introduced the blood of patients (and any viruses
therein) into vials of propofol (sce Figure 19-1), and the vials were then reused for subsequent
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patients, transmitting any contamination to those paticnts. The reuse of single-use vials of Propofol
for multiple patients was identified through clinic documentation, and was documented to have
occurred on the days of known transmission. It was also obsecved at the time of investigation in
January 2008, and was reported by staff members as a common practice of the clinic. The reuse of
syringes to access vials of Propofol was observed by investigators in January of 2008, and was
described by staff members as a common practice of the clinic at the time of the identified disease
transmission.

Transmission of hepatitis through the contamination of medications used for multiple patients has
been identified in previous outbreaks and established as theoretically possible through laboratory
experimentation. ¥2ususissExperimental studies found that syringes frequently become
contaminated with bleod “even if only the needle had been in contact with blood". That same study
found that over one-third of the syringes tested became contaminated and concluded that “This
high rate of contamination emphasizes the uselessness of [changing needles] 1o prevent syringe
contamination.” 48

The mode of transmission identified in this outbreak has been identified in numerous other
outbreaks both within the United States and internationally. A review of over 600 published
outbreaks that have been investigated worldwide since 1992 identified unsafe injection practices as
the vehicle of transmission in most of those outbreaks.47 Even subsequent to the announcement of
the exposure in Southern Nevada in February of 2008 and subsequent national media coverage,
similar exposures continue to occur.uduy

Safe injection practices have been well-established as well as widely publicized. CDC guidelines
recommend the use of “a sterile, single-use, disposable needle and syringe for each injection
given”.1se15t The American Society of Anesthesiologists recommends that “sterile needles and
syringes should always be used to aspirate the contents of an ampoule or vial*$2, Guidelines from
the Ametican Association of Nurse Anesthetists state “Do not reuse needles and syringes. Once
used, all ncedles and syringes are contaminated. They are single-usc items”. 183 In addition, these safe
injection practices have been described as being common sense practices by CDC officialsss4,
politicians, 8 and in scientific publications. ¢ 17158Propofol (marketed under the trade name
Diprivan™) has been approved by the FD4, 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
later use, product labeling approved by the FDA in 2001 states that “Diprivan Injectable Emulsion
should be prepared for single-patient use only. Any unused portions of Diprivan Injectable
Emulsion... must be discarded at the end of the anesthetic procedure or at 6 hours, whichever
occurs sooner.”5? Thus, the product labeling clearly states that the vial is to be used for a single
patent and that 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 second procedure room. Movement of the CRNAs between rooms provided ample
opportunity for this to happen, as vials or pre-filled syringes could have moved between rooms.
According to clinic documentation, there was movement of the CRNAs between the two rooms
around the time of the source patient’s procedure and prior to the second group of patients
becoming infected (starting abaut two hours after the source patient’s procedure).
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As the minimum total amount of propofol needed to infect all patients was 280mg, it is possible that
additional contaminated vials were unnecessary to transmit infection, and that each patient received
an injection from the initially-contaminated 500mg 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 of the day,
contaminating multiple vials in succession (sec Figure 19-2). Given the observed practices of pre-
filling 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 of the contamination of additional vials, and may have resulted in the contamination
of multiple vials directly from the initially-contaminated vial. The result of either method of
contamination would have been the presence of multiple sources of contaminated propofol in the
clinic.

Each contamination would have resulted in a dilution of the contamination and a decreased, but not
climinated, risk of infection given the same exposure. As the viral load of the source patients and the
amount of blood resulting in the initial contamination are unknown, it is not possible to calculate the
concentration of virus or the effect of the dilution.

The pre-filling of syringes and contamination of additional vials would have allowed the
contamination to remain in the clinic for several houts; 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 contamination occurred. Laboratosy 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), sufficienty
long for transmission to occur in this setting. 160

The unsafe injection practices utilized in the clinic clearly allowed for the contamination of the
propofol vials used in the clinic, and thosc same unsafe injection practices provided multiple
opportunities to transmit the infection from contaminated vials to clinic patients.

Other possible modes of transmission were examined and ruled out, including the reprocessing ot
reuse of the endoscopes, the use or reuse of biopsy cquipment, reuse of disposable equipment (such
as bite blocks), staff-to-patient transmission, and the IV placement process (see Table 19-1).

Although a problem of the reuse of detergent in the reprocessing of 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 rest of the cleaning process was sufficient to sanitize the
equipment.’® In addition, no infected patients had procedures performed with the same endoscope
as the source patient.

Staff-to-patient transmission of hepatitis had been reported in previous outbreaks, although this type
of transmissions has typically been the result of drug diversion by a staff member.2 Propofol abuse
by healthcare professionals has been reported, although the phenomenon has not been as widely
reported as narcotic abuse.3764 In this outbreak, staff-to-patient transmission was ruled out, as no
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staff members were identified as being infected with HCV, and genetic testing identified that the case
patients were infected with the same virus as the source patient on both July 25, 2007 and ¢
H September 21, 2007.

The placement of Vs was considered as a possible mode of transmission, as injection practices in
general were considered possible sources of disease transmission during the field investigation. In
addition, contamination of multi-dose saline vials had been identified in previous outbreaks.6s

Disease transmission through the contamination of multi-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 been contaminated through the reuse of a syringe to access the saline.

In 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 of the day, and had an v placed by CRNA 4 in the procedure room. Clinic
staff stated that CRNAs frequently placed tvs for the first patient of the day in the procedure rooms.
The infected patient had an Iv placed by RN 1, which would have occurred prior to the procedure in
the v placement room. As the source patient on July 25, 2007 did not have an 1V placed in the Iv
preparation room, contamination of the multi-dose saline vial in the IV preparation room could not
have occutred, and disease transmission could not have been the result of this contamination.

In contrast, CRNAs admitted to using unsafe injection practices, reported being instructed to use
such practices, and were observed doing so. During the investigation, CRNA 1 was observed
pecforming injections in an unsafe manner, and CRNA 4 reported using similar 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 cascs 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 of unsafe injecdon practices at ECSN.
The identification of the outbreak at LCSN led to the discavery of the unsafe injection practices, and
confirmed that the practices were considered a “Category A” infection control breach.¢é A
“Category A” infection control breach is defined by CDC as ‘‘gross mistakes in infection control

; practices, typically with identifiable rsk”, which includes “reuse of contaminated syringes to access
muld-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
4 significant risk of bloodborne pathogen transmission exists and should be considered to outweigh
the potential harms of patient notification and testing”. 167

In this situation, early medical treatment and management is known to provide significant survival
benefit to persons infected with HIV and HCV.#8169 As most hepatitis C infections transmitted in
this setting werc cxpected to be asymptomatic, laboratory screening was necessary to identfy
infected patients. This screening could only be achieved through notification and subsequent
laboratory testing of the exposed patients.

The time period chosen for notification corresponded to the time period for which the practices
wetze 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 corrective 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 of 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 patient notification was a direct, individual notification of former clinic
patients through letters mailed directly to each patient. However, a complete individual notification
through mailed letters was not possible because of an incomplete patient list provided by the clinic.
Because of missing data elements in‘the list provided by the clinic, the completeness and accuracy of
the list could not be determined at the time the list was provided to SNHD, although initial estimates
that approximately 10,000 patients were left off the list of ECSN patients were later confirmed.

Ptior to mailing, addresses were updated to include any changes of address in the National Change
of Addtess database maintained by the United States Postal Service. Through this system, a number
of addresses on the list were determined to be undeliverable, further emphasizing the need for an
announcement through the media.

Given the incompleteness of the list and that many addresses were found to be undeliverable, it
became necessary to use the media to reach patients who could not be contacted by direct mail in
order to encourage those patients to undergo laboratory testing. SNHD disagreed with the clinic
management’s assessment that “Because all patients who could potentially be at risk can be
identified through the facility’s records, direct mail notification is likely to be most effective and
should be preferred rather than general public media notification.”7

A news conference was held concurrently with the mailing of letters as a means of contacting
paticnts for whom home address information was not available, providing additional information to
the public and emphasizing the importance of testing for those who had received letters. It was also
expected that a mailing of this size would be quickly reported to the media, and a news conference
allowed for better management of the resulting media inquiries.

Media coverage of the event was significant in southemn Nevada; stories related to the outbreak and
subsequent events received ongoing media coverage through May, 2009.7t The hepatitis C outbreak
was named the top story of 2008 by the Lar VVegas Reviow-Journal, ahead of the economy, the
presidential election, and O.J. Simpson’s trial.72 This sustained level of media attention zepresents
the highest possible level of success in using the media to deliver testing recommendations to
exposed individuals for whom contact information was not available, and for emphasizing the
importance of testing for all clinic patients. In addition to media coverage, widespread television
advertising by attorneys brought additional attention to the event.r

The level of media coverage, however, does ot necessatily correlate with the level of interest on the
part of the public and the success of SNITD in contacting exposed individuals. Analysis of internet
and news searches through Google for disease- and outbreak-related information increased,
indicating an increased level of interest on the part of the public. Data provided by Google are only
provided as relative changes, not absolute searches, making it impossible to determine numbers of
persons that searched for outbreak-related information.

54

GJ DESAI 000230



2
2
g
5

iy
E

AT LT

The SNHD website developed for this event received over 115,000 page views. Although the page
viewed most frequently on the SNHD website related to the outbreak was the main outbreak page,
roughly half the SNID website page views were for pages with specialized content. The graphic
developed to explain the transmission of discase 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,7 and has been used in a
number of publications and presentations by numerous groups and government agencies outside
SNHD to explain the mode of transmission. 17176177178 173180181182

Similar to data collected for the website, the total number of calls to the call center does not
represent individuals; one person may have made muldple calls to the call center, and no
information was routinely collected that would allow for the identification of individual callers. The
number of calls received was much greater than expected based on the experience of other
jurisdictions that had made similar announcements. Other judsdictions teported receiving roughly
one call per six exposed patients; in Southern Nevada, the call center received over one call per two
exposed patients.

In speaking with the public and the media about the prevalence of HCV infection in the community,
the high end estimate of 3.3% was rounded up to 4%. As many of the patients referred to GCSN
came from GCN, and GCN was a group of clinics specializing in gastrointestinal disease such as
hepatitis C, the use of this slightly-higher estimate was utlized to account for this potental referral
bias, as well as to emphasize the frequency with which this disease is identified in the community.

The goal of the notification was to ensure that former clinic patients be tested for HIV, HBV, and
tICV. Nevada disease reporting requitements do not require the reporting of negative test results for
hepatitis or HIV, and thus a list of all persons tested could not be developed 13184 Because the list of
patients provided by the clinic was incomplete, and the date of birth was not provided for any of the
patients on the list (which was necessaty to match lab results to the patent list), it would not be
possible to determine the testing rate among clinic patients if negarive results were provided to
SNHD.

Information provided by commercial laboratories allowed fot the estimation of the total number of
tests performed in Southern Nevada. Howevet, 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 patients, family members or spouses of clinic patients, and persons with chronic
hepatitis C being tested as part of their disease management, and likely included the “worried well”
and persons who had other (untelated) risk factors for hepatitis infection.

Barriers to testing were identified through the patient exposure registry, although the proportion of
barriers reported by registry enrollees may not be representative of the overall clinic population.
However, the reasons given for not being tested are likely to encompass the reasons given by the
clinic population as a whole.

Given the number of lctters 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 of ensuring that former clinic patients were screened for
hepatitis and 11V infections.
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Although cost was cited as a barrier to testing, it is unclear if the cost of testdng was an actual barrier
to testing or a perceived barrier to testing. A number of community resources were made available
to patients to ensure that cost was not a barrier to testing, including free testing offered by one
commercial laboratory,®s free testing offered by a community health center,'8 and streamlining the
referral and testing process or the waiving of fees for insured patients.)$7188189190 A foundation
announced by the Endoscopy Center of Southern Nevada to cover the cost of testing for the
uninsured never matedalized," although a portion of fines paid by the clinic to the City of Las
Vegas were used to support long-term testing and treatment of infected clinic patients.s2

A total of 9 linked cases and 106 possibly-linked cases have been associated with procedures at ECSN_
and DSEC, including seven infections that were genetically linked to source patients and two
additional acute infections. For the 106 patients classified as having a possibly-linked infection, the
clinic's role as the source of 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 hepatitis C infection, minor or unknown risk factots may still be present and may be the
actual source of the patient's infection.

A total of 130 unrelated ICV infections (e persons who wete infected prior to their procedures at
the clinic) were identified in clinic patients. An additional 32 patients were identified as having been
infected, although given self-reported risk factors for hepatitis C infection, the source of their
infections could not be determined.

Given the estimated background prevalence of hepatitis C in the clinic population, and the number
of patients who had procedures at the clinics, between 945 and 2,079 background (ir. not outbreak-
acquired) infections were expected in the patient population. The number of identified cases was
significantly less than the expected cases for several reasons. First, although additdonal positive
laboratory findings may have been reported to SNHD, problems with the list provided by the clinic
(described in Part 12) limited the ability of 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 attomeys were advising their clients (including those who would be classified as unrelated
cases) not to coaperate with the health district.93 Finally, fewer than 15% of former clinic patients
enrolled in the exposure registry, and as such, the infection status of the majority of former clinic
patients is unknown.

The identification of infected patients was largely based on attempted follow-up of positive
laboratory results reported to SNHD, patient self-reports, and evaluation of patients’ self-reported
risk factors. The limitations with the list provided by the clinic desctibed previously in this section
limited the ability of 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 of 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 of infected patients.

The evaluation of patient risk factors was necessary for the differentiation of patients who likely
acquired their disease while undergoing procedures at 1XCSN or DSEC from those who were likely
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infected elsewhere. For patents with acute disease, a six-month period prior to the onset of
symptoms (the maximum incubation period) could be evaluated, However, given that an infection
may have remained undetecred for decades, it was necessary to evaluate lifetime risk factors for HCV
infection for non-acutely-infected patients. 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-ill patients without evidence of infection prior
to their procedures who reported risk 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 padent’s life could not be ruled out. However, for cases classified as being of
indeterminate origin, the presence of other risk factors did not rule out the possibility of acquiring
an infection during the procedure, but the relatedness of their infection to procedures at the clinic
could not be determined because of the presence of these risk factors.

Self-underreporting and self-overreporting of sexual behaviors and drug use has been a limitation
identified in numerous studies, although the degree to which this occurs varies widely by
situation.9+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 of these factors. In addition, it was assumed that risk factors would generally be
under-reported in the registry enrollee population because of potential civil litigation against the
clinic. The likely result of the bias in sclf-reporting would be a possible misclassification of padent
infections.

Enrollment in the SNIID patient exposuze 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 of those who wete infected. As some attorneys involved in civil
litigation encouraged their clients not to respond to SNHD, patients who were potentially infected
during procedures at ECSN and DSEC 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 those with
other significant risk factors, were underrepresented in registry enrollees, resulting in the
underreporting of cases to SNIID.

Given the registry response rate, challenges in identifying clinic patients who had tested positive, and
the effect of bias on the classification of cases, the 115 cases identified in this outbreak most likely
represent an underestimation of the true number of persons infected during procedures at ECSN or
DSEC.

Several items were identified during the course of the investigation that could not be explained by
investigators, although finding a reason or cause for thesc issues was not a focus of the public health
invesdgation. These issues include:
® A statistically-significant lower rate of biopsy in patients referred to the clinic by the US
Department of Veterans Affairs that cannot be explained by differences in the protocols or
procedures used by the clinic
o Inconsistencies between the number of pieces of disposable biopsy equipment ordered and
the number of biopsies that were performed in 2007, despite administration denying the
reuse of biopsy equipment and staff members reporting that the clinic had discontinued the
reuse of some disposable equipment in early- or mid- 2007
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» Inconsistent times recorded throughout the chart, including internal inconsistencies between
data points collected by an individual staff member during the procedure

» Incorrect dates on the autosmated system for September 21, 2007 but not for July 25, 2007

¢ Documentation created by the CRNAs indicating that CRNAs were pecforming two
procedures simultancously on September 21, 2007

Additionally, a number of colonoscopies were reported to have been of a short duration, including
tota] procedure times (insertion and withdrawal of the endoscope) recorded on September 21, 2007
of 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 of procedures. However, the use of times
recorded in multiple places on the patient’s chart to determine procedure duration, including times
recorded by the automated system, appears to be sufficient to provide an approximate total
procedure duration and to identify that some colonoscopies were of less than five minutes in
duration.

The American Society for Gastrointestinal Endoscopy/American College of Gastroenterology
Taskforce on Quality in Endoscopy recommends that the once the endoscope has been inserted to
the cecum, the mean time for withdrawal should be at least six minutes, and found that “longer
withdrawal times have been demonstrated to improve polyp detection rates, and conversely, rapid
withdrawal may miss lesions and reduce the effectiveness of colon cancer prevention by
colonoscopy.”7 This six-minute recommendation is in addition to the insertion time of the
colonoscope, which, in a 2006 study was found to average 7.214.4 minutes.'s As it was not the
focus of the investigation, patient charts were not systematically reviewed to evaluate the duration or
quality of colonoscopies, and the magnitude of this problem or the tisk to the health of the public
could not be determined. The identification of apparent short-duration procedures raises public
health concems that some procedures may have been insufficient to identify colon cancer in patients
undergoing screening.

Conclusion

The prevention of healthcare-acquired infections requires a multi-faceted approach, including
training and competency in infection control and safe injection practices, regulation and oversight of
outpaticnt surgical centers, and engincering controls that would provide barriers to unsafe
practices.»avarorz02203 Each of 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
Not to scale, not all azeas shown
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Figure 6-2. Example of Times Recorded on Procedure Charts
All dmes abstracted from those recorded on procedure charts by ECSN staff or on monitoring
equipment for one patient from September 21, 2007

Last Vital Sign Report Start
Recorded on
Anesthesia Log

Nurse Log Start, Monitor 1 Start

Report End

Monitor 2 Start

Physidan at Bedside
Monitor 2 End
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Nurse Log End, Monltor 1 End
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Figure 7-1. September 21, 2007 Recorded Anesthesia Times
All patients, n=63
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Figure 7-2. September 21, 2007 Procedutes by CRNA and Room
All patients, ime offset from the beginning of the source patient's procedure
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Figure 7-3. September 21, 2007 Procedures by Physician and Room
All patients, time offset from the beginning of the source patient’s procedure
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Figure 8-1. Clinic Patient Age Distribution
Based on clinic patients from September 21, 2007, and September 24, 2007 (n=232)
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Figure 9-1. Phylogentic Tree, Quasispecies Analysis of Infected Cases
E1-HVRI region, 291bp in length, only unique clonal sequences ate shown
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Table 11-1. Outcome of All Calls Made by SNHD Outgoing Call Center

Category n
Total calls made 1,110
Messages left _ 4
Patients identified as deccased 1
Refusedinterview . 5
Refused interview on advice of counsel 3
Unsuccessful contacts 283
Patient contacts 407
Mentity confrmed 387
. Had received results from physician oMz
Were told they were positive LA
Willing to complete questionnaire 203
Hadproceduresatecsy k19
Had procedutes during the rsk period 178

‘Table 11-2, Classification of Cases Identified by the SNHD Outgoing Call Center

Cases are classified as described in Appendix B

Category n
Clinic-associated infections 0
Possible clinic-associated infections 77
Unrelated infections 53
Infections of indeterminate origin ) 20
Could not be evaluated because of incomplete information 28
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Figure 13-1. Laboratory Test Performed: Ratio of Actual Orders to Background Expected,
February 24, 2008 Through May 20, 2008

One commercial laboratory, 7-day average of ordered tests vs. background average from February
18, 2008 through February 27, 2008.
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Figure 13-2. Laboratory Positives: Ratio of All Positives to Background Expected, 2007-2008
All reporting sources, 7-day average of positives reported vs. background average from 2007
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Figure 14-1. Verification of Hepatitis C Expasure Registry Enrollment Forms
Includes all forms submitted prior to April 1, 2009

Submitted

7,605 .
Identity Not Verified \
! 1,977 :;
Identity Verified 7

5,626

Procedure Not Confirmed
! 544
Procedure Confirmed

5,084
' ‘ } :-
ECSN DSEC Bom
3,898 1,100 86 :

Table 14-1. Classification of Persons Reporting Infection to the Hepatitis C Exposure
Registry )
Cases are classified as described in Appendix B, with the exception of unconfirmed infection. E
Unconfirmed infections were those that were reported by the patient without supporting :
documentation and for whom no existing SNHD documentation could be identified.

Classification ) ECSN DSEC Both clinics Total
Related 2 ] 0 0 2
Possibly Related - 6 0 a7
Unrelated 24 5 3 32
Indeterminate i1 o 0 i1
Unconfirmed 20 4 1 25
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Figure 15-1, Daily Calls to the Call Center, February 24, 2008 through May 10, 2008
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Figure 15-2. Hourly Calls to the Call Center, 14:00 February 27, 2008 through 0:00 March 1,
2008
Times of local television news broadcasts are shaded in the background
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Figure 16-1. Hepatitis C Website Page Views by Month, 2008

Includes all views of SNHD outbreak-telated pages.

* Qutbreak-related inf ion was only publicly-available for the last 3 days of February
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Table 16-1. Hepatitis C Investigation and Response Most Viewed Web Pages

Includes all SNHD outbreak-related web pages, percentage of total page views, and percentage of

specific page views for which the page was the viewer’s initial page

Total Views Initial Page
Web page n (%) 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. Hepatitis C Investigation and Response Most Viewed Documents
Includes all SNHD outbreak-related web pages, percentage of total page views, and percentage of
specific page views for which the page was the viewer’s initial page

Inidal Page
Document n (%) n (%)
Graphics - Unsafe Injection Practices and Disease 6,464 (5.6) 2,420 (37.4)
Transmission
Interim Investgation 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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Table 16-3. Hepatitis C Investigation and Response Most Requested Media Files
Includes all SNHD outbreak-related web pages, percentage of total page views, and petcentage of
specific page views for which the page was the viewer’s initial page

Initial Page

Document n (Ya) n (%)

Hepatitis C Exposure at a Medical Clinic 530 (0.5) 25(4.7)
(Video - English)

Hepaids C Exposure at a Medical Clinic 97 (0.1) 2(20)
{Video - Spanish)

Hepaiitis C Exposure at a Medical Clinic 89 (0.1) 21 (23.6)
(Audio - English)

Hepatitis C Exposure at a Medical Clinic 74 (0.1) 14 (18.9)
(Audio - Spanish)

Robert Gish, MD: Overview of Hepatitis C 76 (0.1) 7 (10.5)
(Video — Enplish)

Table 16-4. Hepatitis C Investigation and Response Most Viewed Spanish-Language Pages,
D ts, and Media Files

Includes all SNHD outbreak-related web pages, percentage of total page views, and percentage of
specific page views for which the page was the viewer’s initial page

Initial Page
Document a (Vo) n (%)
Hepatitis B Factsheet 1,273 (1.1) 915 (71.9)
Hepatitis C Factsheet 292 (0.3) 75 (25.7)
Patient Letter 208 (0.2) 17 (8.2)
Exposure Registry Enrollment Form 115 (0.1) 54 (41.0)
Hepatitis C Exposure at a Medical Clinic Video 97 (0.1) 2(2.0)
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Figure 16-2. Las Vegas Google Health News Scatch Volume, February-March 2008
Data source: Google Insights for Search
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Table 17-1. Hepatitis C Investigation and Response Media Coverage and News Releases by

Includes locally-published or aired stoties, national stories aired locally, and news releases issued by

Month, 2008

the health district
Month Storics
February 116
March 1159
April 342
May 172
June 89
July 119
August 20
September 33
Qctober 31
November 7
December 37
Total 2125

GJ DESAI

72

000248

0119



‘Table 18-1. SNHD Hepatitis C Outbreak 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 o 13355
Postage 39 767
Laboratory Sex

Help Line (Call Center) -

Patient Records Managem:nr 100 000
Legal Services . 154812
Total 828,369

‘Table 19-1. Summary of Identificd Cases
Includes cases identified by SNID by all reporting source and systems

Catepory

Clinic-Associated HCV Infection, Genetically-Linked, ECSN
Clxmc-Assocxated HCV Infccuon, Not Gcncncally-Lmkcd E N
Clinic d HCV Infection, ! Not  Gen

inked, DSEC 1

“Possible Clinic-Associated HCV Infection, ECSN

 Possible Clinic-Associated HCV Infection, DSEC

Total infections linked to pmcedures at ECSN ot DSEC

Unrelated HCV Infection

Indeterminate Infection " T 32
Source Patients 2
| ECSN- or DSEC-related HIV Cases R L.
ECSN- or DSEC-related Acute HBV Cases 0
GJ DESAI
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Figure 20-1. Graphical Depiction of the Mode of Contamination
Based on clinic observations and staff interviews. Shading indicates contamination.

: 1. A clean syringe and needle

was used to draw the sedative

from a new vial.
i 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
1 the sedative was being drawn Into the

syringe.

P S —

v

2. The sedative was then administered
to a patient. Backflow into the syringe
contaminated the syringe with the
b blood of the patient.

4. The now-contaminated vial was then
reused for additional patients, placing
subsequent patients at risk of exposure
to the blood of the first patient.

. 74

GJ DESA! 000250

0121



Figure 20-2. Graphical Depiction of the Possible Modes of Patient Exposute 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
then used on several patients.

2. If a syringe of sedative was pooled from both a
contaminated vial and an uncontaminated vial before
belng administered to a patient, contamination could
be passed to the previously-uncontaminated vial

[%éj '
L

3. A patient was exposed to the blood

of another patient during the Injection

of the contaminated sedative.

v

4. Syringe reuse (as during the Initial
contamination) could also pass the
contamination to additional vials of
sedative.
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Table 20-1. Modes of Transmission and Sources of Infection Considered
Padents who were infected on September 21, 2007

Transmission Mode/Source Result ‘Rationale
Staff-to-Patient Ruled Out | No staff members were positive for HCV
. infection, and source patient was identified
: . ... |thoughgenctictestng
Provider: Physician i Ruled Out ! Patients were treated by three physicians,
) none of which placed the patient at a
statistically significant increased risk of
e e | infection
Provider: CRNA ¢ Ruled Out | Patients were treated by both CRNAs, neither
of which placed the patient at a statistically
o ez e eveeee o o . | Significant increased dsk of infection
Provider: Technician " Ruled Out | Several technicians assisted on the
: procedures, none of which placed the patient
; at a statistically significant increased risk of
o o ldnfection
) Biopsy Equipment : Ruled Qut | Not all infected patients had a biopsy, and
i : ¢ those who had a biopsy were not ata
; statistically significant increased risk of
| infectio

i

Endoscope o a " Rule
A . infected patients, none of which was the same
. ._. . - asthe source patient.

Ruled Out : Infected patients had both colonoscopies and
* EGDs, neither of which placed the patient ata
: statistically significant increased risk of
: infection
: Ruled Out ! Infected patients had both colonoscopies and
i EGDs (which require bite blocks), and the use
; of a bite block for a patient did not resultina
g statstically significant increased risk of
{ infection
i Ruled Qut | Staff were not observed to re-flush heparin-
: locks, and none reported doing so. Clean
: needles and syringes were observed to be
: e ! used for each flush
Sedation Injection Practices "NotRuled | CRNAs were observed reusing syringes on one
| Out : patient, reusing propofol vials for multiple
‘ patients, reported being directed to do so, and
! reported routinely doing so. CRNAs observed
: or reporting such practices were the same
" CRNAS responsible for administering
anesthesia on September 21, 2007.

Pxoccach..T')"be'

‘Reuse of Bite Blocks

TV Placement
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Appendix B
Case Definitions
and Case Classification

QOver the course of the outbreak, National Notifiable Diseases Surveillance System (NNDsS) case
definitions were used to determine the case status of potentially-infected individuals. In addition, a
classification scheme was used to evaluate the relatedness of confirmed cases to procedures at the
clinic. The definitions desctibed 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 definition for “Hepatitis C Virus Infection, Acute,” last
modified in 2007.204

Clinical Case Definition
An acute illness with a discrete onset of any sign or symptom consistent with acute viral
hepatitis (e.g., anorexia, abdominal discomfort, nausea, vomiting), AND EITHER
a) jaundice, OR
b) serum alaninc aminotransferase (ALT) levels >400 TU/L

Labaratory Criteria for Déagnosis
One or more of the following three criteria;

1. Antibodies to hepatitis C virus (anti-11CV) screening-test-positive with a signal to cut-off
ratio predictive of a true positive as determined for the particular assay as defined by
coc, OR

2. 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-11AV) negative, AND
2. IgM antibody to hepatitis B core antigen (IgM anti-HBc) negative

Confirmed Case Classification
A case that meets the clinical case definjtion, is laboratory confirmed, and is not known to
have chronic hepatitis C
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Hepatitis C Virus Infection, Past or Present

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 2005.295

Laberatory Criteria for Diagnosis
* Anti-HCV positive (repeat reactive) by EIA, verified by an additional more specific assay (e.g:
RIBA for anti-HCV or nucleic acid testing for HCV RNA), OR

® HCV RIBA positive, OR
®  Nucleic acid test for HCV RNA positive, OR :
® Report of HICV genotype, OR
® Anti-HCV screening-test-positive with a signal to cut-off ratio predictive of a true positive as
determined for the particular assay as determined and posted by cDC
Confirmed Case Classification
A case that is laboratory confirmed and that does not meet the case definition for acute hepatitis
C infection.

Case Classification H
Several case classifications were developed to categorize the likelihood of a patient’s infection being
acquired at the clinic. The classifications include:
o Unrelased HCV infectiar, a patient who was infected prior to a procedure at the clinic, and
therefore was not infected during procedures at the clinic
o Clinic-assoctiated HCV infection (genetically linked or not genttically-linked): a patient who was infected
during their procedure at the clinic :
®  Possible clinéc-associated HCV infection: 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 of an infection from a source other than the clinic cannot
be ruled out. ’

o Indeterminate infection: a patient whose source of 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 of other patients while undergoing 2 procedure.

An at-risk patent is defined as a patient who was injected with a sedative during a procedure at:
® The Endoscopy Center of Southern Nevada from March 1, 2004 through Januvary 11, 2008,
OR

®  The Desert Shadow Endoscopy Center at any time priot to January 30, 2008

For some classifications, a patient’s self-reported risk factors were utilized in the classification
process. Significant risk factors are 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

® The receipt of a blood transfusion before 1992

» The receipt of an organ transplant before 1992
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e 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 or suspected to be infected with HCY

Case Classification
Unrelated HCV Infection
An 1CV infection in a patient who:
® Meets the criteria for being an at-risk patient, AND
®  Tested positive for infection with the hepatitis C virus by any testing methodology prior to
the date of the procedure which placed the patient at risk

Clinie-Associated HCV Infection, Genetically-Linked

An HCV infection in a patient who:

®  Meets the criteria of being an at-risk patient, AND ]

e Isinfected with a virus that has been determined to be 95% or greater match through HVR1

sequencing (as desctibed in Part 9) to a virus identified in a patient who:
o Is classified as having an unrelated infection, AND
© Had a procedure on the same day as the infected patient that started prior to that of
the infected patient

Clinis-Associated HHCV Infection, Not Genetically-Linked
An HCV infection in a patient who:

e Meets the criteria of being an at-risk patient, AND
® Meets the confirmed case definition for acute hepatitis C virus infection, AAND
" & Had the onset of symptoms within six months after the date of the procedure which placed
the patient at risk, AND
® Reports no significant HCV risk factors in the six months prior to the onset of symptoms,
AND

e Has not had HVR1 scquencing performed on a viral isolate

Possible Clinie-Assoctated HCV Inféction

An HCV infection in a patient who:

®  Meets the criteria of being an at-risk patient, AND

® Meets the confirmed case definition for hepatitis C virus infection, past or present, AND
e  Was not known to be infected with HCV prior to the date of the procedure, AND
[ ]

Reports no significant risk factors at any point in the patient’s life prior to the procedure
which placed the paticnt at risk, AND
® Has not had IVR1 sequencing performed on a viral isolate

Indeterminate Infection
An Hcv infectdon in a patient who:
e Meets the criteria of being an at-risk patient, AND
e Meets the confirmed case definition for hepatitis C virus infection, past or present, AND
e Was not known to be infected with 11CV prior to the date of the procedure, AND
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* Reports no significant risk factors at any point in the patient’s life prior to the procedure
which placed the patient at dsk, AND
» Has not had 1'VR1 sequencing performed on a viral isolate
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VAN

Appendix C

Acronyms

Al Adobe Illustrator file
Z 3 AIDS Acquired Immune Deficiency Syndrome
ALT alanine aminotransferase
: ANTI-HAY TgM antibody to hepatitis A virus
ANTI-HBc 1gM antibody to hepatitis B core
ANTI-HCV antibody to hepatitis C virus
b ASC ambulatory surgical center
: BLC Bureau of Licensure and Certification (of the Nevada State Health Division)
cDC Centers for Disease Control and Prevention
CFR Code of Federal Regulations
CRNA Certified Registered Nurse Anesthetist
ClA chemiluminescence immunoassay
DIIS disease investigation and intervention specialist
DSEC Desert Shadow Endoscopy Center
ECSN Endoscopy Center of Southern Nevada
EGD esophagogastroduodenoscopy
EIA enzyme immunoassay
] 2 envelope protein 2 (of the hepadtis C virus)
] EPS encapsulated PostSeript file
FAQ Frequently Asked Questions
FDA Food and Drug Administration
GCN Gastroenterology Center of Nevada
HIPAA Health Insurance Accountability and Portability Act
HAV hepatitis A virus
HBY hepatitis B virus
ticy hepatitis C virus
Hnry human immunodeficiency virus
HTML hypertext markup language
ITVR-1 hypervariable region one (of the hepatitis C virus envelope protein 2)
IgM immunoglobulin M
w/u international units per liter
v intravenous
LPN Licensed Practical Nurse
mg milligrams
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ml
MRC
NAC
NANB
NAT
NCOA
NHANES IT1
NNDSS
NRS
NS5B
NSHD
OOCE
PA

PH1

RN
PDF
RIiBA
RMPDC
RNA
RR
s/co
SNHD
uses
VA

milliliters

minimum recommended concentration

Nevada Administrative Code

non-A, non-B hepaditis

nucleic acid test

National Change of Address Databasc

Third National Health and Nutrition Examination Survey
National Notifiable Diseases Surveillance System
Nevada Revised Statutes

nonstructural protein 5B (of the hepadus C virus)
Nevada State Health Division

Office of Epidemiology

Physician Assistant

personal health information

Registered Nurse

portahle document file

recombinant immunoblor assays

Rocky Mountain Poison and Drug Center
ribonucleic acid

relative risk

signal-to-cutoff ratio

Southern Nevada Health District

United States Postal Service

United States Depattment of Veterans Affairs
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Appéndjx D

Patient Notification Letters
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Souikern H District

SAMPLE

February 27, 2008

Dear Sir or Madam,

In January of 2008, the Southern Nevada Health District began investigating reports of recent
hepatitis C infection 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 clinic patients.

This letter serves as notification that you have been identified in clinic records as a former
patient of the clinic who was placed at risk for possible exposure to bloodborne pathogens. As a
precaution, and in order to take appropriate steps to protect your health, we recommend you
get tested for hepatitis 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 increased risk for exposure. As a
result, we are notifying all people who received injected 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, 50 you may have been infected and not know it. Even though you may not feel 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 :

http:/ / www.southernnevadahealthdistrict.org. Wherever you choose to be tested, be sure to
bring this letter with you and give it to your doctor. Information 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 | Las Vegas, NV 89127
702.759.1000 | www.southernnevadahealthdistrict.org
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http://www.southerrmevadahealthdistrictorg
http://www.southemnevadahealthdistrictorg

INFO (4636). The hotline will be available starting Wednesday, February 27, 2008. You may also
obtain additional information on the health district website at
hitp:/ / www.southernnevadahealthdistrict.org.

INOTA: Para obtener esta informacién en espaiiol llame al (702) 759-4636 o visite el sitio web
www southernnevadahealthdistrict org

Sincerely,

Lawrence Sands, DO, MPH
Chief Health Officer

To Health Care Providers: The patient to whom this letter was addressed has possibly been
exposed to bloodborne 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.southernnevadahealthdistrict.org. It is also available by fax on demand by dialing
759-1499 and requesting document #90802.

P.O. Box 3902 | Las Vegas, NV 89127
702.759.1000 { www.southernnevadahealthdiskrict.org
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Southern Neyada Health 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 bloodborne 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 Cand 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,
we have developed a Hepatitis C Exposure Registry. As a patient of the Endoscopy
Center of Southern Nevada we are asking for your assistance in order to gather more
information 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, The registry will 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.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 at (702) 759-4636 (INFO) to request a form.

NOTA: Para obtener esta informaci6n en espafiol llame al (702) 759-4636 o visite el sitio
web www.southernnevadahealthdistrict.org.

Thank you again for your assistance and cooperation.

Sincerely,

Lawrence Sands, DO, MPH
Chief Health Officer
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Southern Neyada Health District

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
infection. 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 bloodborne pathogens.

While it has been determined this acute case is linked to the center there is not sufficient
information at this ime 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 their 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 Certification in January 2008, and clinic
records support the finding that vials of anesthesia were reused on multiple patients. However,
the reuse of syringes cannot 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 at both the Endoscopy Center of Southern Nevada and the Desert
Shadow Endoscopy Center, we 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 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. The registry will also include sections to allow patients to report
on possible hepatitis B or HIV 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 at (702) 759-4636 (INFO) to request a form.

We understand that you and your family may have many 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 information on the health district website at
http:/ / www southemnevadahealthdistrict.org.

NOTA: Para obtener esta informacion en espafiol llame al (702) 759-4636 o visite el sitio web
www southernnevadahealthdistrict.org.

Thank you again for your assistance and cooperation.

Sincerely,

Lawrence Sands, DO, MPH
Chief Health Officer
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Appendix E

Standardized Questionnaire
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Introductions For the Interviewer

Thank you for your assistance in administering this survey. You will be calling a person who has recently
tested posltive for hepatitis C and asking them about thelr passible 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 statements to be read to the patient are written In blue and prefaced with
"Read to patient:".

Provided Patient Information

* For the Interviewer: What is the ID Number assigned to this person?
[ ]

* For the Interviewer: What is the name of this person?

Contact Attempt

To the 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)”

LINE BUSY, NO ANSWER, NO VOICEMAIL OR ANSWERING MACHINE, OR FULL VOICEMAILBOX
Choose "Unsuccessful Contact” below.

VOICEMAIL OR ANSWERING MACHINE

Read to patient:"Hello, 1 am calling from the Southern Nevada Health District for {patient name). Please
call 759-x0x 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 patient:"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?
€ Unsuccessfu! Contact
C  Left Message

¢ Spoke With Patlent

“

Refused Interview

9

Refused Interview on the Advice of Lawyer

€ Patlent (s 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?"

C Yes
C Ne
C Refused

C Doesn't Knaw

Completion of Interview

Read to patient: This investlgation Is focusing on people who have recently tested positive far hepatitis
C. As you have not been recently tested, this ends the survey. Thank you far your time.

X For the interviewer:Complete interview

¢ Complete Interview (For the Interviewer: do not read this cholce, just select it to complete the survey).

Reciept of Results

* Read to patient: "Have you received the results of your test?"
C Yes

C No

Physician Information

For the interviewer: If the patient does not knaw the name of the doctor, record the name of the
clinic, otherwise recard "Unknown" in the fleld.
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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 pecple who have recently tested positive for hepatitis C.
Ptease contact your physiclan to obtain the results of your test.

If your physician tells you that you have tested positive, please contact us at 759-xxxx from 9am to
4pm, Monday through Friday to complete the survey. Thank you for your time,

* For the interviewer:Complete interview

€ Complete Interview (For 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:"

" Positive
 Negative

€ Glven 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. Thank you for your time.

* For the interviewer:Complete interview

' Complete Intarview (For the Interviewer: do not read this cholce, just select it to complets the survey).

Introduction

Read to patient: "I would like to ask you some questions that will help us in
our investigation. Do you have a few minutes to answer some questions?"

C Yes

C Neo

Read to patient: I am golng to be asking the questions as they appear on my computer 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 some point, we cannot come back to your answers at a later time and will have to stagsover
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from the beginning when you call back.

Confirmation 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?

- Yes

¢ No

Confirmation 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?

C Yes

C No

Confirmation of Last Name

Read to patient: "Could you please verify the spelling of your last name.”

¥ Were you able to confirm the spelling of the fast name of the person with
whom you are speaking?

€ Yes

C No

Introduction and Confidentiality

Read to patient: This survey will include questlons about you, your health, your laboratory testing, and
your risk factors for infection with hepatitis C.

[ 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 [ahoratory 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 name spelled correctly.

For the interviewer: If the patient does not have a middle initial, please leave blank.

¥ Read to patient: What is the correct speiling of your first name?
C ]

* Read to patient: What is the correct spelling of your last name?
[ ]
Read to patient: What is your middle initial?

L 1

Clinic Visit: Endoscopy Center of Southern Nevada

Read to patient: I am going to begin by asking you about visits you may 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?

C Yes

I

No

€ Doesn't Remember or Know

; C Refused to Answer '
f Endoscopy Center of Southern Nevada Procedure 1

Read to patient: 1 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 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
Endoscopy Center of Southern Nevada?
K . i ]

[

Endoscopy Center of Southern Nevada Procedure Type 1
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* Read to patient: during that visit, what type of procedure did you have
performed?

€ Colonoscopy

€ Upper Endoscopy (EGD)

' Colonoscopy and Upper Endoscopy (EGD)
 Flexible Sigmaidoscopy
¢ Other Procedure

" Doesn’t Remember
 Refused to Answer

If other, please specify

Iw

Endoscopy Center of Southern Nevada Injection 1
X Read to patient: During that visit, were you given an injection of anesthesia
medicine?
€ Yes
C No
C Doesn't Remember or Know

(" 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?

€ Yes

C No

€ Doesn't Remember
c

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
maonth 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?

L ” il 9
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Endoscopy Center of Southern Nevada Procedure Type 2

* Read to patient: during that visit, what type of procedure did you have
performed?

€ Colonoscopy
€ Upper Endoscopy {EGD)
Colonoscopy and Upper Endoscopy (EGD)

Flexible Sigmoidoscopy

e e |

Cther Procedure
€ Doesn't Remember
€ Refused to Answer

If other, please specify

medicine?

Yes

-
C No
€ Doesn't Remember or Know
o

Refused to Answer

Endoscopy Center of Southern Nevada Continue 2

of Southern Nevada?
C Yes

€ No

€ Doesn't Remember

€ Refused

Endoscopy Center of Southern Nevada Procedure 3

month and year, or "Unknown" if the patient cannot provide any information.

[ }
Endoscopy Center of Southern Nevada Injection 2

* Read to patient: During that visit, were you given an injection of anesthesia

* Read to patient: Did you have another procedure at the Endoscopy Center

For the interviewer: if the patient does not know the exact date of the procedure, enter the year or
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¥ Read to patieht: On which date did you have the third procedure at the
Endoscopy Center of Southern Nevada?

BRI EN

Endoscopy Center of Southern Nevada Procedure Type 3

¥ Read to patient: during that visit, what type of procedure did you have
performed?

€ Colonoscopy
C Upper Endoscopy {(EGD) -
Colonoscopy and Upper Endoscopy (EGD)
Flexible Sigmoldoscopy

Other Procedure

Doesn‘t Remember

it e Be Te BN |

Refused to Answer

It other, please speclfy

l ] '
Endoscopy Center of Southern Nevada Injection 3

¥ Read to patient: During that visit, were you given an injection of anesthesia
medicine?

 Yes

No

c
€ Doesn't Remember or Know
o

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?

" Yes

No

o
 Doesn't Remember
-

Refused

Endoscopy Center of Southern Nevada Procedure 4
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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 fourth procedure at the

Endoscopy Center of Southern Nevada?
[ ]

Endoscopy Center of Southern Nevada Procedure Type 4

* Read to patient: during that visit, what type of procedure did you have
performed?

€ Colonoscopy
Upper Endoscopy (EGD)
Colonoscopy and Upper Endoscopy (EGD)

c
c

€ Flexible Slgmoldoscopy
€ Other Procedure

[

Doesn’t Remember

€ Refused to Answer

If other, please specify

Endoscopy Center of Southern Nevada Injection 4

* Read to patient: During that visit, weré you given an injection of anesthesia
medicine?

C Yes
C No
" Doesn't Remember or Know

 Refused to Answer

Chlinic Visit: Desert Shadow Endoscopy Center

* Read to patient: Were you ever a patient at the Desert Shadow Endoscopy
Center, located 4275 S. Burnham Avenue?

 Yes
C No

€ Unknown
c

Refused
99
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Desert Shadow Endoscopy Center Procedure 1

Read to patient: ! am now going to ask you about each visit you have had at the Desert Shadow
Endoscopy Center. In order to collect this information, I 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?

C Colonoscopy

C Upper Endoscopy (EGD)

¢ Colonoscopy and Upper Endoscopy (EGD)
 Flexlble Sigmoldoscopy

" Other Procedure

" Doesn’t Remember

€ Refused to Answer

1f other, please specily

L 1

Desert Shadow Endoscopy Center Injection 1

* Read to patient: During that visit, were you given an injection of anesthesia
medicine?

Doesn't Remember or Know

e e B |
=
-]

Refused to Answer

Desert Shadow Endoscopy Center Continue 1
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¥ Read to patient: Did you have another procedure at the Desert Shadow
Endoscopy Center? ;

C Yes

C No

¢ Doesn't Remember

C Refused

Desert Shadow Endoscopy Center Procedure 2

For the interviawer: 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 second
procedure at the Desert Shadow Endoscopy Center?
[ 1

Desert Shadow Endoscopy Center Procedure Type 2

* Read to patient: during that visit, what type of procedure did you have
performed?

" Colonoscopy

Upper Endoscopy (EGD)

Colonoscopy and Upper Endoscopy (EGD)
Flexible Sigmoidoscapy

Other Procedure

Doesn't Remember

e N TRe B BN |

Refused to Answer

1f ather, please speclfy

{ ]

Desert Shadow Endoscopy Center Injection 2

* Read to patient: During that visit, were you given an injection of anesthesia
medicine?

C Yes
C No
¢ Doesn’t Remember or Know

¢ Refused to Answer
101
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Desert Shadow Endoscopy Center Continue 2

* Read to patient: Did you have another procedure at the Desert Shadow
Endoscopy Center?

C Yes

C No

C Doesn't Remember
-

Refused

Desert Shadow Endoscopy Center Procedure 3

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: To the patient: On which date did you have the third
procedure at the Desert Shadow Endoscopy Center?
[ ’ ' ]

Desert Shadow Endoscopy Center Procedure Type 3

¥ Read to patient: during that visit, what type of procedure did you have
performed?

" Colonoscopy

Upper Endoscopy (EGD)

Colonoscopy and Upper Endoscopy {EGD)
Flexible Sigmoidoscopy

Other Procedure

o T HNe Rie BN |

Doesn't Remember
€ Refused to Answer

If other, please specify

Desert Shadow Endoscopy Center Injection 3
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¥ Read to patient: During that visit, were you given an injection of anesthesia
medicine?

Yes
No

Doesn't Remember or Know

o I B e |

Refused to Answer

Desert Shadow Endoscopy Center Continue 3

* Read to patient: Did you have another procedure at the Desert Shadow
Endoscopy Center?

C Yes
C No
" Doesn’t Remember

€ Refused

Desert Shadow Endoscopy Center Procedure 4

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: 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

€ Upper Endoscopy (EGD)

Colonoscopy and Upper Endoscopy (EGD)
Flexible Sigmoldoscopy

Other Procedure

io e B B |

Doesn’t Remember

€ 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?

Yes
No

Doesn’t Remember or Know

I e I Be |

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 interviewer: 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 like find out why you were tested for hepatitis C.
Was it:

c Because you were previously diagnosed with hepatitls C, and this was part of your disease management?
' Because you were a patient of the Endoscopy Center of Southern Nevada?

Because you were a patlent of the Desert Shadow Endoscopy Center?

Because you were a patient of an another endoscopy or gastroenterology center?

Because a family member or friend was dlagnosed with hepatitls C?

Part of a dlagnosis because you were IlI?

o T B BRe BN |

Because your doctor recommended It?
¢ For some other reason?

If some other reason, To the patlent: plesse describe this reason?
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¥ Read to patient: prior to your recent blood test, had you ever been tested
for infection with hepatitis C?

C Yes
C No
€ Doesn't Remember or Know

" 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?

C Yes
¢ HNo
€ Unknown

C Refused

Negative Tests

For the interviewer: If the patlent does not know the exact date, record the month and year or year.

Read to patient: When did you test negative for hepatitis C infection?
Date One L ) 1

Date Two

Date Four

i ]
Date Three | ]
l 1
| ]

Date Five

Prior Positives

¥ Read to patient: Before this recent test, had you ever tested positive for
infection with the hepatitis C virus?

C Yes
C No
' Does Not Know

" Refused to Answer

First Positive
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RO

Prior Acute Illness

X Read to patient: When did you first test positive for infection with the
hepatitis C virus?
[ ]

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?

C Yes
C No
€ Does not know

' Refused

Blood Donation Dates

For the interviewer: If the patient cannot remember 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

Donatlon Seven

Donatlon Eight

Donation Nine

[
[
L
[
Donation Six |
[
|
L

1
]
]
]
]
]
!
]
|

Donation Ten C
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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 iliness that lasted several weeks and
included jaundice (a yellowing of the skin or whites of the eyes), abdominal
pain, nausea, and fatigue?

 Yes

C No

€ Does Not Know
c

Refused to Answer

Provider During Iliness

For the interviewer: for each medical provider, collect the phone number. If the patient does not
know, record "Unknown" in the fleld.

¥ Read to patient: Which doctor or doctors did you visit when you became ill?

Doctor one name: | |

Doctor one [ ]
(ocation:

Doctor one phone: [

Doctor two name: [

Doctor two phone: [

Doctor three name:

]
]
Doctor two location: | ]
]
]
]

Doctor three |
lacatlan:

Doctor three | |
phone:

Completion of Interview

Read to patient: Because you reported having an illness, I would like to forward your information to the
Office of 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 time.

* For the interviewer:Complete interview

' Complete Interview (For the interviewer: do not read this cholce, just select it to complete the survey).

Chronic Risk Introduction

Read to patient: [ am now going to ask you a few questions about your risk factors for infectioh with
hepatitls C.

General Risk: Hemodialysis

GJ DESAI 000283

0154



* Read to patient: Have you ever been on long-term dialysis?

C Yes

C No

¢ Doesn't Know or Can't Remember
-

Refused to Answer

General Risk: Blood Transfusion pre-1992

* Read to patient: Did you have a blood tramsfusion prior to 1992?
C Yes a
C No
¢ Doesn't Know or Can't Remember

€ Refused to Answer

General Risk: Organ Transplant

¥ Read to patient: Did you have an organ transplant before 19927

C Yes

C No

(" Doesn't Know or Can't Remember
c

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 19877

C Yes
C No
C Doesn't Know or Can't Remember

€ 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?

€ Yes
C No
C Doesn't Know or Can't Remember

€ Refused to Answer

General Risk: Hepatitis C Sexual Contacts

* Read to patient: have you ever had sexual contact with a person with
confirmed or suspected hepatitis C virus infection?
C Yes
C No
€ Doesn't Know or Can't Remember

€ Refused to Answer
Patient Address
For the interviewer: if the patient does not want to give an address, record "Refused"” in the boxes
below.

Read to patient: Finally, I want to collect your contact information and some basic demographic
information.

* Read to patient: What is your street address?
| i ]

% Read to patient: In which city do you live?
[ |

* Read to patient: In which state do you live?
{ ]

* Read to patient: What is your zipcode?

l

Patient Phone

For the interviewer: if the patient does not want to give a phone number, record "Refused” in the box
below.

* Read to patlent: what is the best phone number to reach you?
| ]
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Race

¥ Read to patient: What is your race?
€ American Indlan or Alaska Native
C Aslan

Black or African American

Native Hawalian or Pacific Istander

White

Other

o e e e B |

Refused to Answer

* Read to patient: What Is your ethnicity?
¢ Hisparic
C Non-Hispanic

€ Refused to Answer

Country of Birth

For the interviewer: If the patient refuses to provide the country of birth, record "Refused” In the
country of 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 information, record "Refused” in the date of birth field.

* Read to patient: What is your date of birth?
[ B

* 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".

€ Nellls Alr Force Base

C Complete Interview (For the interviewer: do not read this choice, just select It to complete the survey).

US Military Status
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¥ Read to patient: What is your current affiliation with the US Military?
" Currently Serving (Active Duty of Reserves)
¢ Formerly Served / Retired
€ Current US Military Dependent

€ Former US Military Dependent
Military Retirement

* In what year did you leave the service or retire?

L ]
Military Addresses

1
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; ¥ Read to patient: Please provide addresses since your retirement
Address One [ ]

City One

State One

Zip One

Country One

Years Lived One

Address Two

City Two

State Two

| ]
[ ]
I |
{ ]
{ ]
L ]
[ ]
| ]
2ip 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

Years Lived Four

Address Fiva

City Five

State Five

[
[
[
i [
E Country Four |
|
{
|
|
{

Zip Five

Country Flve |
Years Llved Five

]
|
|
|
}
]
]
I
}
|
]
]

Military Service Branch
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* Read to patient: in which branch did you or your sponsor serve?
€ Alr Force

Army

Coast Guard

Marine Corp

e Ie e B |

Navy

Military Service Years

* How many years of service do/dld you or your sponsor have?
| ]

Military Occupation

* Read to patient: What was your occupation in the US Military, or your
occupation if you are a US Military Dependant?
! ]

Military Hepatitis B Vaccination

¥ Read to patient: Have you ever been vaccinated for hepatitis B?
C Yes
€ ono

' Doesn't Know or Can't Remember

c

Refused to Answer

Military Duty Stations
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* Read to patient: Please provide all your previous duty stations (location and

Station Nine Years |

Station Ten |

year)
Statlon One [ |
Station One Years | ]
Station Two [ ]
Station Two Years | |
Station Three [ ]
Station Three Years | ]
Station Four l ]
Station Four Years | ]
Station Five | |
Station Five Years | B
Station Six { ]
Statlon Six Years [ ]
Station Seven { ]
Station Seven { ]
Years
Station Eight { ]
Station Eight Years { ]
Station Nino [ |
]
j
]

Station Ten Years |

Military Deployments
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* Read to patient: Please provide your deployment history (location and year)

Deployment One [ 1]

Deployment One | |
Years

Deplayment Two

I
Deployment Two [ |
Years

Deplayment Three | ‘ ]

Deployment Three | ]
Years

Deployment Four | ]

Deployment Four | - ]
Years

Deployment Five i ]

Deployment Five | ]
Years

Deployment Six | |

Deployment Six [ ]
Years

Deployment Seven i ]

Deployment Seven f |
Years
Deployment Eight | ]
Deployment Eight | ]
Years
Deployment Nine { |
Deployment Nine | R ]
Years
Deployment Ten { i 1
Deployment Ten [ ]
Yeers

Military Primary Care Provider

* Read to patient: Who is your primary care provider?

Provider | |

Location [ |

* For the interviewer: Choose "Complete Interview”.

¢ Complete Interview (For the interviewer: do not read this cholce, just select It to complete the survey).

Deceased Patient

Read to Patient: I am very sorry for your loss, and sorry to be calling you at a time like this. IFit is
possible that (patient name) passed away from hepatitis C, our staff would like to ask you a few
questions, if you have the time and feel comfartable speaking with us.

Would 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? What Is the best phone
number for them to call? I will pass that information to the disease investigation staff so that they can
contact you. Thank you very much for your time, and again, I am sorry for your loss For the
investigator: Take phone number and provide to supervisor.

NO, or caller insists that patient died of another iliness/condition - Read to Patient:
“Thank you very much for your time, and again, I am sorry for your loss.”

* complete Interview

 Complete Interview (For the interviewer: do not read this cholce, 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?

C Yes

' No: Read to patient: Thank you for your time.

Caliback Number

Read to patient: Good. Please call us back at 759-x0tx. We will be avallable Monday-Friday from 9:00
am - 4:00 pm.

* For the interviewer: Complete Survey.

 Complete Interview (For the interviewer: do not read this cholce, just select It to complete the survey).

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?

C Yes
C No

€ Unknown
c

Refused

No Clinic Visits
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* Read to patient: This investigation is focusing on exposures that have
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.

" Complete Interview (For the interviewer: do not read this choice, just select it to complete the survey).

Refused on Advice of A Lawyer

Read to patient: What is the name of your lawyer?
| ]

* Read to patient: Thank you for your time.

" Complete Interview (For the Interviewer: do not read this cholce, Just select it to complete the survey).

Unverified Person
Read to patient: "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:Complete interview

" Complete Interview (For the interviewer: do not read this cholce, just select it to complete the survey).

Refused

Read to patient: "Thank you for your time."

¥ For the interviewer:Complete interview

" Complete Interview (For the interviewer: do not read this cholce, just select It to complete the survey).

Informational Meeting

Read to patient: That is the end of my 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 heaith
district bullding at 625 Shadow Lane from 8;30am - 3:30pm. Information on this event is on the health

district website at www.SouthernNevadaHealthDistrict.org. .
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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
iike to speak with someone from our information line?
c Yes: Read to patient: This completes the survey. Thank you for your time.
I appreciate your willingness to answer my questions and to help the health
district with their investigation. For the interviewer: forward the call to 759-
XXXX.

¢ No: Read to patient: If you do have questions, you can reach the
information line at 759-xxxx (xxxx). This completes the survey. Thank you for
your time. I appreciate your willingness to answer my questions and to help
the health district with their investigation.

Completion

For the interviewer: This completes the survey for this person.
* For the interviewer: What is your name?
L }

* For the interviewer: What is your interviewer number?
[ ]
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Appendix F

Registry Enrollment Form
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Patient Enroliment Form i}ﬁ)
Hepatitis C Exposure Registry . —
The Southern Nevada Health District (SNHD) Hepatitis C Exposure Reglstry has been developed to
identify patients who have had medical procedures at specific clinics which may have exposed them
to bicodbome pathogens. Information provided In this enroliment 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 clinlc-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).

Mail completed enroliment forms to:
Southern Nevada Health District, Hepatitis C Exposure Registry, PO Box 3902, Las Vegas, NV 89127

Enrollee Information ' N
Items marked with an asterisk (*) are required.

*LastName *FirstName MiddleName ~ Suffix

*Date of Birth If Decen <ed, Date of Death
Contact Information N

Items marked with an asterisk (*} are required.

Ji S

—- L
*Current Address *Cty *State

J

¥Zip Code

You must provide at least one procedure date from either the Endoscopy Center of Southemn 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 h
ProcedureDate  Procedure Date ‘Procedure Date
Procedure Date “Procedure Date e e edure Date

Desert Shadow Endoscopy Center (4275 Burnham Ave) Procedure Dates N
Procedure Date procedureDate ™ procedure Date

procedure Date  Procedure Date ” “Procedure Date

12ge 1 of 4
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Patient Enroliment Form i@
Hepatitis C Exposure Registry

Recent Testing : \
Yes No
D l:l Since your procedure, have you been tested for Infection with hepatitis or HIV?

1€ no, why not? . ‘ ]
Hepatitis C Laboratory Testing and Iliness N
Yes No

D EI Have you ever tested positive for Infection with the hepatitis C virus?
If yes, on which date did you first test positive?

U O — |

Yes No
[:] Have you ever tested negative for Infection with the hepatitis C virus?
1f yes, when was your most recent negative test?
Yes No
D [:I Have you ever been diagnosed by a physidan with acute hepatitis C or acute non-A, non-B hepatitis?
If yes, which physician made the diagnosis?

USSR |

Hepatitis B Laboratory Testing and Iliness ‘ N
Yes No
Have you ever been vacdnated against the hepatitis B virus?
Yes No
D D Have you ever tested positive for Infection with the hepatitis B virus?

If yes, on which date did you first test positive?
Yes No
D l:l Have you ever tested negative for Infection with the hepatitis B virus?

If yes, when was your most recent negative test? o
Yes No
I:l l:l Have you ever been diagnosed by a physiclan with acute hepatitis B?

If yes, which physician made the dlagnosis?

B e s ot o )

Human Immunodeficlency Virus (HIV) Testing N
Yes No
[:l Have you ever tested positive for Infection with the human Immunodeficiency virus (HIV)?

If yes, on which date did you first test positive?
Yes No
D l:] Have you ever tested negat/ve for infection with the human Immunodefidency virus (HIV)?

If yes, when was your most recent negative test? | ;
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Patient Enroliment Form &@
Hepatitis C Exposure Registry A
Risk Factors )

If you tested positive for hepatitis C after your clinic procedures, items marked with an asterisk (*)
are required for the determination of the relatedness of your infection to procedures at the dinic.
Yes No

D D Have you ever been on long-term dialysis?*

D E___I Did you receive a blood transfusion prior to 19927*

D I:I Did you receive an organ transplant prior to 19927*

D I:I Did you receive clotting factor concentrates prior to 19877*

I:] l:l Have you ever injected drugs not prescribed by a doctor, even if only once or a few
times?*

D D Have you ever had sexual contact with a person with confirmed or suspected hepatitis C
virus infection?*

Additional Documentation )

Many information sources are available to the Southern Nevada Health District which may provide
documentation of procedure dates or laboratory testing, but these sources are not complete. Any
additional documentation provided may simplify the processing of your enrollment forms.

Indicate which 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)
D Forms signed while at the dlinic (showing your procedure date)
D Post-procedure reports provided by the dinic (showing your procedure date)
D Discharge instructions provided by the diinic (showing your procedure date)
D Laboratory testing results (positive or negative)
I:I Written documentation of a physiclan diagnosis of acute disease or illness
L—_' Hepatitis B vaccination records
D A death certificate listing hepatitis C infection as a cause of death
[:I Some other type of documentation
Describe !
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Patient Enrollment Form §-
Hepatitis C Exposure Registry -t

Authorizations to Release Information

Authorizing the release of your information to a third party is optional and will not affect your enroliment in
the registry. You may revoke, change, or add to any or all of your authorization(s) at any time by making
such revocation, change, or addition in writing and delivering it to the Southern Nevada Health District.

Release of Information to Other Persons I

I authorize SNHD to release my information provided to the registry and any information about me collected
during the health district’s investigative process to the following person or persons upon request.

Name of Person ' " Relationship
‘Nameofperson T - " Relationship
Release of Information to Law Enforcement )

I authorize SNHD to release my information provided to the registry and any information about me collected
during the health district’s investigative process to any law enforcement or government regulatory agency
involved In any investigation In its jurisdiction, including the prosecution of a crime or crimes, related to the
medical, business, or other practices of the Endoscopy Center of Southern Nevada, the Desert Shadow En-
doscopy Center, affiliated medical or surgical centers, and affiliated physicians, employees, or other parties
upon request.

e e et it e m e eaie e e e e e )

Signature Date

Verification of Identify and Certification of Information \

To be enrolled, you must verify your identity, certify the information provided, and sign and date this form.
Check the box that applies (you must check one):

D I am the enrollee, and I am providing a copy of my goverment-issued photo Identification docu-
ment. I have examined this application and accompanying documentation and statements, and to
the best of my knowledge and belief, certify they are true, correct, and complete.

D I am the surviving spouse of a deceased enrollee, and I am providing a copy of govemment-issued
photo identification document and a copy of the enrollee’s death certificate. I have examined this
application and accompanying documentation and statements, and to the best of my knowledge
and belief, certify they are true, comredt, and complete.

I am a deceased enrollee’s authorized personal representative, and I am providing a copy of gov-
emment-issued photo identification document, a copy of letters or order of appointment of per-
sonal representative, and a copy of the enrollee’s death certificate. I have examined this applica-
tion and accompanying documentation and statements, and to the best of my knowledge and be-
lief, certify they are true, correct, and complete.

Sgnature . . e e e e Bate
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Appendix G

Frequently Asked Questions
Used by the Call Center

This appendix contains a list of 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 the process resulting in these specific answers evolving over
the course of the response.

Hepatits C Disease Questions

What is hepatitis C?
® Hepatitis C is 2 disease caused by the hepatitis C virus that results in infection of the liver.

¢ Hepatitis C is the most common (but not the only) cause of post-blood transfusion hepatitis
in the United States.

Who gets heparids 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 of getting the infection.
Infants bom to infected mothers are also at risk.

How is the hepatitis C virus spread?

® The hepatitis C virus is pimarily spread by direct contact with contaminated blood or
plasma.

¢ Contaminated needles and syringes are a source of spread among IV drug users.

® The role of person-to-person contact and sexual activity in the spread of this discase is
unclear.

®  Hepatitis C virus is not spread through casual conract or in typical school, office, o food
service settings.
It is not spread through the aerosol route, c.g., an infected person coughing or sneezing,

The virus cannot be acquired by drinking out of a glass used by a person infected with
hepatitis C.
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What are the symptoms of Hepatitis C?
e 80% of persons may have no signs or symptoms.
e Symptoms develop slowly and may include:
© Loss of appetite
o Stomach pain
© Nausea
o Vomiting
o Jaundice (yellowing of the skin or whites of the cyes)
¢ Although the initial infection may be asymptomatic or mild, a high percentage of infected
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 exposute. 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 expetience symptoms.

Is there a weatment for chronic hepatis C?
¢ There is a treatment available for hepatitis C, although it does not work for everyone.

® The effectiveness of the treatment varies depending on the strain of the virus with which
you ate infected. In the strain most common in the United States, it is effective in about 50%

of people.
*  Your doctor will be able to discuss treatment options with you based on your individual test
results.
How is hepatitis C diagnosed?

e There are 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 screening test to climinate
hepatitis C virus from the naton’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 of blood tests.
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How can the spread of hepatitis C be stopped?

There is no vaccine for hepatitis C

If you are a health care or public safety worker, always follow routine barrier precautions and
safely handle needles and other sharps

Individuals who shoot drugs should stop and get into a treatment program; those who
cannot stop should never share needles, syringes, water, or “works".

Sytinges, tattooing necdles 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 of hepatitis C?

No, there is no vaccine for hepatitis C.

Hepatitis B and HIV Questions

What is hepatds B?

Hepatitis B is a disease caused by the hepatitis B virus that results in infection of the liver.

Who gets hepatitis B? .
® Anyone can get hepatitis B. However, certain groups have a greater chance of becoming

infected. These include:
o Infants bom to an infected mother
IV drug users
Sexual partners of infected people
People with many heterosexual, homosexual or bisexual pariners
Certain populations with high rates of hepatitis B infection
Health care workers exposed to blood and body fluids
Public safety workers
Anyone who has frequent contact with blood
Housemates of chronically infected people are at higher risk than the general
population, but lower risk than those listed above

0 00000O0OOC

How is the hepatitis B virus spread?

Through sexual activity

From exposure to contaminated blood and blood preducts
From dose household contact with infected individuals
From infected mothers to their infants at birth

“Through the shating of drugs, ncedles or other paraphernalia (works) while “shooting
drugs”.
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What are the symptoms of Hepatitis B?
® Symptoms develop slowly and may include:
0 Loss of appeutc
o Stomach pain
0 Nausea
Vomiting
Jaundice (yellowing of the skin or whites of the eyes)

(o3 o}

How soon do symptoms of hepatitis B appear?
¢ Symptoms develop slowly and may take as long as 45-180 days (average is 60-90 days) to
appear after exposurc to the virus.

How long can an infected person spread the virus?
¢ Aninfected person can spread the virus for several weeks before symptoms appear and as
long as the person is ifl.
¢ 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?
® There are several blood tests that can be done to determine if an individual is infected with
the hepatitis B virus, and to determinc if the infection is newly-acquired or 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 o
their infants.

¢ Donated blood is tested for hepatitis B as well as other hepatitis 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 of hepatitis B?
* Avaccine is available and is recommended for all infants at birth as well as for persons at
high risk of being infected with hepatitis B.
® The vaccine 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 stage of HIV infection. It can take years for a person infected with HIV,
even without treatment to reach 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 sexual activity

Sharing necdles or syringes used for injecting drugs, medicines, tattooing ot bady piercing
with someone who has HIV

From infected mothers to their infants at birth ot from breast milk after the child is born

From exposure to open wounds or sores, including those related ta a sexuvally transmitted
disease such as syphilis.

Can I get HIV through casual contact?

HIV is not transmitted by casual contact including:

0 Touching, talking, ot sharing a home with a person who is HIV positive or has
AIDS

©  Sharing utensils, such as forks, knives, or spoons

© Using swimming pools, hot tubs, drinking fountains, toilet seats, tanning beds,
doorknobs, gym equipment, or telephones used by people with HIV/AIDS

© Having someone with HIV/AIDS hug, kiss, sneeze, cough, breathe, sweat, or cry on
you

©  Being bitten by mosquitoes

o Donating bload

Is there is a treatment for HIV?

There is no cure for AIDS. There are only medications that can slow down the progress of
the HIV virus and the damage to the immune system.

HIV medications are more effective in some people, but may not work for all.

I you are HIV positive, check with your health care provider to see if these medications are
appropriate for you.

How will I know if am infected with HIV?

Itis recommended that everyone know their HIV stawus testing options include:
O  Getting tested for HIV at the Southern Nevada Health District (Free)
©  Getting tested and one of the local community HIV testing centers listed in the
phonebook

©  Asking your doctor about testing options
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Resources

Where can [ get more information about HIV?
®  The Southem Nevada Health District web site under Office of AIDS
o http://www.southermnnevadahealthdistrict.org/hiv_sids/aids_prevention.htm
e CDC's web site under HIV/AIDS
o hup://www.cde.gov/hiv/
e Contact The Southern Nevada Health District® HIV Testing center Annex A xxx-xxxx
®  Ask your Doctor

Where can I get more infarmation about Hepatitis?
e Hepatitis C
© The Southern Nevada Health District web site
hitp:/ /www.southernnevadahealthdistrict.org/disease_factsheets/ hep_c.him
o Center for Disease Control website
hup:/ /www.cde.gov/NCIDOD/ discases/hepatitis/c/index.htm
o Ask your Doctor
o Hcpatitis B
o The Southemn Nevada Health District web site
hetp://www.southernnevadahealthdistrict.org/disease_factsheets/hep_b.htm
o Center for Disease Control website
http://wwrw.cde.gov/NCIDOD/ diseases/hepatitis /b/index.htm
0o Ask your Doctor
® Hepatitis A
o The Southern Nevada Health District web site
http://werw.southemnevadahealthdistrict org/diseasc_factsheets/hep_a.htm
o Centers for Disease Control and Prevention website
http://www.cdc.gov/NCIDOD/ diseases/hepatitis/a/indexhtm
0 Ask your Doctor

I 2m scared or anxious about my exposure or results. Is there someone I can talk to?
e 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 T have no
insurance or a physician?
® A number of resoutces for people with hepatitis C are available on the health district website
at www.SouthernNevadaHealthDistrict.org on the “Hepatitis C Investigation” section.

I have no insurance/I am underinsured

e Additional patient resources arc available on the Southern Nevada Health District website,
www.SouthernNevadaHealthDistrict.org.
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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

Investigation - Event Spccific Information

Why has this not come to the attention of the health district before?
¢ Discasc transmission may have occurred in the past, but most people infected with Hepatitis
C virus do not develop symptoms and do not know that they have been infected.
®  As a result, these infections would not bave been repotted to the health district.
® An infection with hepatitis C resulting in the patient developing symptoms (acute disease) is
rare, and it was an unusual occusrence that brought this problem to the attention of the
health district.

® On average, two cases of acute hepatitis C are reported 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 occutrence of cases of disease in a particular

population in excess of that which is normally expected (Nevada Administrative Code
Chapter 441A.130)

On average, two cases of acute hepatitis C ate reported each year in Clark County
This is in excess of what is expected, so yes, it is considered an outbreak

Which clinic are we talking about?
¢ The Endoscopy Center of Southem Nevada, located at 700 Shadow Lane, Las Vegas.

How were the cases discovered?
® These cases were reported by physicians in the community to the health district.
® Nevada law requires that medical providers notify public health officials when they identify a
number of different diseases, including hepatitis C.
¢ The common link between cases was identified through the routine investigation of the
cases reported by medical providers, which includes an interview of the patient.

When was the problem identified?
¢ The cluster came to the attention of the health district in carly January, 2008.

What did the physician or health care worker do that put patients at risk for exposure?
* A syringe (not a ncedle) that was used to administer medication to a paticnt was reused on
the same patient to draw up additional medication.

¢ The process of redrawing medication using the same syringe could have contaminated the
vial from which the medicine was drawn with the blood of the patient.

e The vial, which was not labeled for use on multiple patients, was then used for a second
patient (with a clean needle and syringe).

®  If that vial were contaminated with the blood of the first patient, any subscquent patients
given medication from that vial could have been exposed to bloodbome pathogens.
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How did so many people get infected at this facility?
® The exact details of discase transmission on the days in question are still not fully
understood. The investigation is ongoing in an attempt to further address this question.

Is there one patient, physician or health cate worker to blame for thesc infections?

o There was no one healthcare worker or piece of equipment identified as common to all
known cases.

® The transmission occurred because of unsafe injection practices and used in the facility.
These practices were not limited to a particular healthcare worker, but were found to be
common practices throughout the clinic for an extended period of time. Once they were
recognized and brought to the attention of the facility, they were immediately discontinued.

Can you actually link the cases together? Can you specifically link them to this situation?
* Of the six known cascs, five had pracedures on the same day.

®  Genctic testing on four of the cases from the same day has identified that they likely came
from a common source.

¢ A fourth case, who had a procedure on a different day, does not share 2 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 petiod of time.

¢ Investigation of the clinic practices identified common practices which would allow disease
to be transmitted in this manner.

Is the problem still going on?

. ® The unsafe injection practices associated with the outbreak were first identified in mid-

: January as part of the investigation, and were immediately brought to the attention of the
! clinic.

® At that time, the clinic corrected these practices.

¢ Thus, the practices that lead to the exposure of patients have been corrected, 5o no new
patient exposures should be occurting.

® Asit can take several months for the symptoms of Hepatitis C 1o appear, additional cases
may be identified despite no ongoing transmission of discase.

Who petformed the investigation?

® The response was led by the Southern Nevada Health District, and the team included

members of the Nevada State Bureau of Licensure and Certification and the Centers for
Disease Control and Prevention.

How long have you known about these lapses in infection control?
¢ The unsafe injection practices were first identified in mid-Januaty as part of the investigation,
and were immediately brought to the attention of 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 of concem are routinely found in the population, and a significant number of
people may have been infected with them prior to their procedure. AN

¢ Itis 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 of these patients not knowing
they are infected. . :

¢ Itis 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. :

® Itis estimatcd that about 1 in 250 people in the clinic population could be infected with HIV :
prior to their procedure, with one-third to one-half not knowing they are infected. '

® Although testing can determine if a person is infected, it cannot determine the source of 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 severity, and can eventually result in death,
® Itisimportant that you speak with your physician if you have one of these diseases, s your
physician will be able to address your specific risks for serious illness and develop a plan to
monitor your health.

T heard testing was offered by the health district for free to a group of people. Is this true? How do I
become part of that group?
®  As part of the investigation, the health district is testing about 100 paticnts who were seen in
the clinic on the days of other identified cases.
¢ This is being done for the purposes of better understanding the transmission of disease
within the facility.
¢  Only patients who had procedures on the specific days of concern are eligible for this
testing.

What are the names of the infected individuals?
¢ Because of medical confidentiality laws, we cannot provide the names of any of the patents.

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 2 small percentage of people infected with hepatitis C develop acute disease and have
any outward signs of infection.
ol ®  On avetage, two cases of acute hepaditis C are identified each year in Clark County.

VRIS

A

: How many people have hepatitis C?
® Itis estimated that about 2% of the United States population is infected with hepatitis C.

132

e e

o e

GJ DESAlI 000308

0179



T have a new device that can be used to diagnose or treat patients, or clean medical devices. Will you
endorse it?

* No. The health district does not endorse any products.

How could you let this happen in our community?
® The Southern Nevada Health District is responsible for investigating reports of illness in our
community. Our first concem is the health and well-being of the public. When this situation
was brought to our attention we promptly began an investigation and worked with the
appropriate agencies to address the issues and have made recommendations to help prevent
this type of situation from occurring again.

Does everyone who visits a doctor or has some type of medical test have to be concerned about
getting some terrible infection or chronic disease?

® Al health care professionals and medical facilities should follow safe injection and

appropriate infection control practices. Patients can and should ask their medical providers
about the practices used in their facility.

Why did they do these practices?

¢ The health district cannot speculate as to the reason for the unsafe injection practices that
lead to the identified infections.

Are you trying to protect the doctor or the (acility?
®  Our mission is to protect the health of the public, not medical providers or businesses.
® We worked quickly to identify the source of the outbreak and to notify patients who were
placed at risk.
® We have been forthcoming with dctails about the investigation, including the name of the
facility involved, the time period in question, and the findings of 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.
* Acthat time, a list of addresses for the at-risk patients was requested from the clinic.
® The address list was provided on February 22, 2008.
*  Given the magnitude of the notification, patients were notified as quickly possible.

Isn’t it overkill to notify this many patients?

® The practices that lead to the transmission of disease have been occurring at this clinic for
several years.

¢ Itis not possible to say which paticnts were exposed to bloodbome pathogens. Based on the
practices of the clinic, it was determined that all patients who received injected anesthesia
medication as part of their procedure had been put at risk for possible cxposure.

® Many of the diseases transmitted though the practices of the clinic have no outward
symptoms of disease for many years. Patients may have been infected but not know it, so it
was determined that all patients should be notified so that they can take the appropriate
steps to determine if they are infected and protect their own health.
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When will the investigation be completed?

® Itis not possible to say how long the investigation will take, although it is expected that
completion of laboratory testing will take two to three months.

Did you close the other clinics?

® The Southem Nevada Health District does not have tegulatory authority over medical
facilities and does not have the authority to close these types of facilities. The various
governmental agencies holding their business licenses made the decision to close them,

Are you sending letters to patients at the other clinic?
® The Southemn 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) berween March of 2004 and
January 11, 2008. At this time, the health district is not recommending testing of patient who
had procedures at other clinics.

® If you have any concerns, you should contact your ptimary care physician to discuss them.

Why were the clinics closed then?
®  The business licenses were suspended by the county and/or the cities of Las Vegas and
Henderson

T 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 well as other local health districts in the state do not
have oversight or regulatory authority over those types of facilides. If you have a concetn or
a complaint, contact the Nevada State Health Division's Bureau of Licensure and
Certification at xxx-xxxx or from northern Nevada call xxx-xxxx.

Am I the source of the infection at the Endoscopy Center of Southern Nevada
® The health district's investigation has identified the two source patients who had procedures
at the Endoscopy Center on eithes July 25 or Sept. 21. These are the dates that the health
district has identified as dates of known disease transmission.
® If you are the source case, the health district will be contacting you directly.

: ¢ The health district is notifying the source patients and those who had procedures on those
! dates of this updated information.

Who are the source patients?
® The health district will not publicly release protected patient information.

I think that I am one of the 77 hepatitis C patients who you reported as “potentially clinic

associated.” Can you verify that?

i ® Weare not able to verify information on the telephone. It is recommended that you enroll in

the Hepatitis C Exposure Registry. This will provide information to the health district that
could assist us to classify your infection.

¢ You can contact the health district's epidemiology department at xxx-xxxx if you have
additional questions.
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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 of hepatitis C infection
are potentially associated with the clinic because we are unable to test these samples
genetically. Because the procedure dates are different, we have no additional sources
identified to test against.
® The health district did not receive a complete patient list from the Shadow Lane clinic so we
are not certain who could be tested. Many former patients who were tested and whose
results were submitted to the health distsict were not on the lists. We ate not certain of their
procedure dates or which clinic they visited.

Aren't you going to genetically test those 77 patients?

* We arc not able to genetically test the samples of these 77 patients for scveral reasons. The
hepatitis C virus mutates quickly and the virus in these patients could have changed
significantly since their infection.

* Wedo nat have a source patient that will allow us to compare genetic samples

Whatdo I do if I am positive for hepatitis C and visited either clinic but my procedure was on
different date?
® The health district is still investigating the outbreak, however, at this time there are no other
identified clusters of infection. We cannot determine if you were infected at the clinic or
prior to your procedure.
® The health district recommends that you enroll in the Hepatitis C Exposure Registry. This
will assist our investigation to determine if there are any additional clusters of transmission
: or ilness related to the outbreak. The registry will also allow us to determine the case
i classification for your infection.
: * [fyou are positive, it is also recommended that you develop a relationship with a physician
who can manage your medical care.

How did you determine the source of these cases? Why can't you determine the source of the

: Burnham clinic?

* The two cases that ate the source of infection for July 25 and Sept. 21 are two separate

patients. We know that each had a procedure on onc of the two dates. Through genetic

testing, we arc able to determine that the strains of the hepatitis C virus in the cluster of

i patients who had procedures on those two dates are the same or are a nearly identical match

to make the connection.

e The Desert Shadow clinic was closed when the acute case was reported and the source of
disease transmission cannot be determined. We were not able to observe unsafe practices to
determine transmission, a source for infection or any additional dates of disease
transmission.

®  Weare not certain if our list from the Bumham clinic is complete.

¢ If additional information becomes available, the health district will continue its investigation
and revise recommendations to patients 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 of Licensure and Certification licenses
ambulatory surgical centers in Nevada. The Bureau conducts initial state licensure
inspections, complaint investigations and other periodic inspections 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 practitioners in the facility
participate in the development and application of criteria to evaluate the care 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 are also inspected by the Burcau of Licensure and Certification to
see that 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 of ambulatory surgical centers, the
ultimate responsibility of assuring safe injection practices falls to the facility operators and
the healthcare practitioners working in the facility on a day to day basis.

When was the ambulatory surgery center last inspected?
® The last ambulatory susgery center inspection related to health issues was on 1/9/08. The
ambulatory surgery center had other inspections related to health issues completed on
6/7/07,7/23/04,1/30/04, and 8/29/03.
® The ambulatory surgery center had 2 Medicare inspection in 1/2/96 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 recently inspected?
® The Nevada State Health Division, Bureau of Licensure and Certification conducts initial
inspections of all ambulatory surgical centers before a center can sec patients.
®  After licensing the Bureau conducts complaint investigations and periodic inspections if
conicerns arise.

® Thete s no inspection schedule mandated in state or federal law for ambulatory surgical
centers.

What did the most recent inspection find?

® Thelast inspection in January 2008 identified staff using single-use Propofol for multiple
paticnts, not following manufacturer’s directions for the cleaning detergent used to dean the
endoscopes, and not updating the ambulatory surgery center’s policics and procedures.
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How can I obtain a copy of your inspection findings?

The surgical center must submit a Plan of Correction within 10 days of receipt of the
Statement of Deficiencies from the Bureau. At that time the document becomes public
record.

You can obtain a copy of the Statement of Deficiencies/Plan of 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 information
request form. Staff can assist you properly completing the request form. :

Has the ambulatory surgery center been sanctioned for these practices?

The role of the Burcau of Licensure and Certification in regards the practice that placed the
public at disk is to ensure that the practice is corrected.

The ambulatory surgery center was directed to immediately discontinue the unsafe practice.
A Sutement of Deficiencies was issued and the ambulatory surgery center submitted a Plan
of Correction which addressed what corrective actions would be taken to comply with the
requirements to remain licensed and to participate in the Mcdicare program and how
compliance would be maintained.

Because of the scope and severity of 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, the Bureau will conduct a follow-up visit to ensure that the unsafe practice has
been permanently corrected. If not, the Burcau will recommend that the ambulatory susgery
center no longer be allowed to participate in the Medicare program.

Why hasn’t this ambulatory surgery center been closed down?

Revocation or suspension of 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
investigators identified procedures that could result in the transmission of bloodbame
pathogens.

Follow up inspections will take place to verify the 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 theix
appropriate licensing boards.

How can you be sure that the problem is not ongoing?

The Bureau of Licensure and Certification will conduct follow up inspections to assess that
the ambulatory surgery center has implemented and maintained approptiate corrective
actions.
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Have you inspected their other location to ensure that this is not occurring?

®  Yes. A full inspection for compliance with state licensure and federal Medicare centification
regulations was conducted at Desert Shadow Endoscopy Center, a licensed ambulatory
surgery center. Deficiencies were identified and immediately corrected. The deficient
practices were not found to put patients at risk as at the other facility. 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 of the facility’s corrective action.

Did you find similar practices at the other ambulatory surgery center?

®  Yes, it was determined the other ambulatory surgery 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?

e Mass education of 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 clear education on the appropriate techniques for
medication vial use, and the one-time use and disposal of needles and syringes.

® Therc is a targeted education effort underway throughout the state to assure that
practitioncrs are applying correct procedures and quality assurance systems. Patients are
encouraged to ask their healthcare practitioner any and all questions they have concerning
patient safety systems that are in place.

¢ Additionally the Bureau of Licensure and Certification is conducting inspections of other
ambulatory surgery centers. Information will become available as these investigations are
completed.

Will these be any changes, regulations or recommendations made so something like this doesn't
happen again in our community?
® The Nevada State Health Division, State Epidemiologist is preparing a technical bulledin to
be issued to all licensed ambulatory surgical centers throughout the state of Nevada. The
technical bulletin will include detailed information about safe injection practices to prevent
this or similar occutrences.
® The State Epidemiologist is also coordinating with professional licensing boards and local
health authorities to distribute technical informaton to licensed health care professionals in
other healthcare settings.
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As a patient or employee, I observed similar practices at another ambulatory surgery center. How do
I make a report?
¢ Contact the Bureau of Licensure and Certification complaint line at xxx-xxxx.

O Be prepared to report the following information:

o The ambulatory surgery center’s name and location

© 1f known, the name of the patient(s) involved
© The date of the observation(s)
o]
o
o

The person(s) observed involved in the unsafe practice

: What exactly was obsetved

If you are an employee, what is the center’s current written policy which addresses
your concerns.

R TRATPRRT

I'am a healthcare provider and my boss told me to reuse syringes ot reuse single-dose vials of
medication. How do I report it?

¢ Contact the Bureau of Licensure and Centification complaint line at xocx-xxxx.

®  Be prepared to report the following information:
The ambulatory surgery center’s name and location
If known, the name of the patient(s) involved
The date(s) of the observations :
The person(s) observed reusing syringes or single-dose medication vials i
The person(s) directing the reuse of syringes or the reuse of or single-dose
medication vials i
What exactly was observed
© The ambulatory surgery center’s current written policy which addresses your concern

000O0O

[¢]

I am an employee/former employee of the ambulatory sutgery center (the Endoscopy Center of |
Southemn Nevada) and would like to provide additional information to the investigators. How do |
get in touch with them?
3 ¢ FOR CURRENT AND FORMER ENDOSCOPY CENTER OF SOUTHERN NEVADA
B EMPLOYEES ONLY: Contact the Southern Nevada Health District Office of
H Epidemiology at xxx-xxxx.
® For employees of other centers contact the Bureau of Licensure and Certification complaint
line at xxx-xxxx.

T'am scheduled to have a procedure at an ambulatory surgical center, should I be concerned about
their safe injection practices? : :
® Asahealthcare consumer you have the right to ask any questions related to the procedure : :
you are undergoing and the practices the surgical center uses to assuce your safety. :
® Youmay want to find out the ambulatory surgery center’s procedurcs related to infection
control and safe injections, including but not limited to handwashing, needle and syringe use
and disposal, which equipment used in your procedure is single-use or disposable,
medication vial reuse and how it is protected from contamination.
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What about the Gastroenterology Center of Nevada?
® The Gastroenterology Centers of Nevada are physician medical offices and are not required
to be licensed by the Bureau. However, the physician's must be Licensed by the Boatd of
Medical Examiners and are required by local jurisdictions to have a local business license.

They are located as follows:

Gastroenterology Center of Nevada
4275 Burnham Avenue

Suite 101-B

Las Vegas, NV 89119-5488

Gastroenterology Center of Nevada
3150 N. Tenaya Way

Suite 225

Las Vegas NV 89128

Gastroenterology Center of Nevada
5915 S. Rainbow Blvd. Suite 105
Las Vegas NV 89118

Gastroenterology Center of Nevada
1815 East Lake Mead Bivd

Suite 207

North Las Vegas, NV 89030-7187

Gastroenterology Center of Nevada
g 700 Shadow Lane

: : Suite 165-A

Las Vegas, NV 89106-4126

Gastroenterology Center of Nevada
2610 West Horizon Ridge Parkway
Suite 105

Henderson, NV 89052-2869

Safety/Sutgical Procedurcs

Are colonoscopies safc?
® In this case, the disease transmission was not related to the colonoscopy, but rather to the
injection practices used to administer anesthesia to the patient.
® When proper injection practices and infection control procedures are fallowed, medical
procedures, including colonoscopies, are generally safe.
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Should I still get a colonoscopy?

e Colonoscopies are an important part of protecting yourself against the development of
colorectal cancer.

o Although this investigation focused on a center that petformed colonoscopies, and other
similar procedures, the source of the exposure was the way that the anesthesia was
administered. )

e 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 specific needs for this medical procedure should be discussed with your personal
physician.

[ have a small surgery scheduled for next week at a different center. As a patient, how can I protect
myself?
® As the patient, you should feel empowered to discuss what steps are being taken taking to
protect you with your healthcare provider.
e If you have concems about specific issues, ask your healthcare provider about those issues.

Is this same practice occurring at other medical facilitics or doctor’s offices in the Valley?
e The Southemn Nevada Health District has jurisdiction to investigate reports of illness in the
community. It does not have information related to the practices at facilities not under
investigation.

Exposure/Risks

How did so many people get exposed at this facility?
® The practices that could have led to discasc transmission have been occucring for several
years.
®  Thesc common practices, combined with the fact that this is a very busy clinic resulted in the
potential for a large number of people to be exposed.

How do I know if I was exposed to the virus during my procedute at the center?
e There is no way of 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?
o The identified cases had procedures in the summer of 2007.
e However, the practices that could have resulted in the transmission of disease from one
patient to another have been reported to be common practices in the clinic since it opened
in March of 2004.
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What is the risk of disease?
® The actual risk of disease cannot be determined for an individual patient.
®  As the tisk is unknown, all clinic patients were notified, and we are recommending that all
patients be tested.

If T had a procedure at one of 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 of 2004 and
January 11, 2008. At this time, the health district is not recommending testing of paticnt who
had procedures at other clinics.

* Ifyou are still concemed or have additional questions you should consult with your
physician.

I was a patient there 5 years ago (prior to the notification 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 of the clinic and change in practices and procedures
occurred.

*  Aswe could not investigate the practices of the clinic prior to that time, we cannot advise
you of the practices 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 i
testing is appropriate for you.

Am [ at greater risk for infection with one virus over another?
* There is no way of knowing which viruscs, if any, 2 person has been exposed to.
® Itis not possible to determine an individual’s risk for infection with a particular virus.
o [tis 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 that could have led to the transmission of
disease. Those practices were immediately brought to the attention of the clinic, and were
corrected.

How many people wete 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 mcan that the patient definitely was exposed, but that they
had an increased chance of being exposed.
® The true number of “cxposed” people cannot be determined.

Exactly how many people are you notifying about this situarion?
* A total of 39,561 letters were mailed to clinic patients.

142

GJ DESAI 000318

3

[ARERNILTIN

R e

v

0189




Can you tell me if I'm on the list and if I should receive a letter?
®  The list the Southemn Nevada Health District received might not be complete and due to
patient confidentiality issues, we are not able tell you whether or 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 of 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 date of your procedure, contact you insurance carrier or
physician for additional information. If you were a patient of the center between March of
2004 and January 11, 2008 and have not received 2 letter, you may download it from the
health district website at www.southernnevadahealthdistrictorg.

Who 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 of treatment.
® A number of resources for medical follow-up and treatment ate available on the health

district website at www.SouthernNevadaHealthDistrict.org on the “Hepatitis C
Investigation™ section.

Testing

If I test positive for hepatids C, what does this mean for iy fricnds and family members? Should
they also be tested?

e Hepatitis C docs not spread through casual contact, through the air, through food, or
through touching.

*  You should be careful not to expose family members 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 discase transmission through casual contact.

How saon after I am infected with hepatitis C will I test positive if I have no symptoms?
®  On average, infected individuals will test positive within 8-9 wecks 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.
®  297% 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 Hepaditis C are based on your body’s reaction to the
virus. This reaction takes time to develop.

® In persons who become acutely ill, 7 of 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 incorrect? For example is it possible for me to be
infected with hepatitis C, but test negative? Is it possible for me to test positive, but not really
infected with hepatitis C?

® There are a number of factors to consider in the evaluation of test results.

¢ Ifyou are tested too soon after infection, your results may be negative despite being

infected.
e Although rare, 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 patient. Although Hepatitis C was the focus of the investigation, Heparitis B and
HIV can be transmitted in the same matter as Hepatitis C.

Should I go ta the emergency room?
® No. Although you arc concerned about your health, this exposute is not immediately life
threatening, and does not require 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 hepatitis C?
¢ There are different tests that can be performed to identify Hepatitis C. Your healthcare
provider will be able to order to appropriate test for you, as well as help with the
interpretation of results.

Is it too late to be tested?
® No, if you have been infected, testing will alwrays be positive, even years after infection.

How soon can I be tested?

¢ The tests used to identify Hepatitis C, Hepatitis B, and HIV are based on your body’s
immune response to infection, which can take weeks to months to develop.

¢ If they are infected, people will begin to test positive after about 12 weeks, with almost all
testing positive within 6 months.

e If you are tested prior to 6 months after your exposure and are found to be negative, it is
recommended that you are tested again at 6 months after exposure to ensure that you are
negative.

Could you help interpret my test results?
e We advisc you to consult your physician as we are unable to interpret individual test results.
® Your physician is best prepared to explain the results of your test and, if needed, advise you
of an appropriate course of action that takes into account your personal health history.

If I bave tested positive for hepatitis 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 of the infection.
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My blood test was positive for hepatitis C, but I feel fine. Do I still need treatment?
®  Your physician will be able to advise an appropriate course of 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?

e Options for discase 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 ali
positive tests must be reported to the Southern Nevada Health District.
® Medical privacy laws prohibit any of these individuals from 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/hepatids B/HIV?
® We cannot diagnose any disease over the telephone. If you believe that you are currently ill,
you should seek medical attention.

Can you recommend a physician?
® No. We cannot endorse or recommend the setvices of any physician.
® A number of resources arc available on the health district website at
wwy.SouthernNevadaHealthDistrict.org for people with limited ability to pay.

What should I do to protect others while I am awaiting my test results?
® Do notdonate blood or plasma.
® Avoid sharing items which may be contaminated with your blood, such as toothbrushes, nail

clippers or razors.
e Abstain from sexual intercourse or usc 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.

1 am uninsured. Where can [ get tested?

® A number of resources for testing and medical follow-up are available on the health district
website at www.SouthernNevadaHealthDistrictorg on the “Hepatitis C Investigation”
section.

Who is paying for all this?
® At this point, the primary concern of the health district is for the health of 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.SouthernNevadaHealthDistrict.org.
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How many cases has the health district linked to the Endoscopy Center?
® The Southern Nevada Health District has identified eight acute cases of hepatitis C, and
seven of these can be linked to the Endoscopy Center of Southern Nevada on Shadow Lane.
The cighth case can be linked to an affiliated clinic. The health district has identified 77 cases
they are classifying as potentially linked to the clinic. These patients have tested positive for
the virus, but have not developed an acute case of the disease.

How many of the 40,000 people you notified have been tested?
® Since the February 27 notification, about 50,000 test panels have been ordered through local
laboratories. These do not necessarily represent the number of patients, just the number of
test panels. The health district cannot say for certain that the number of test panes ordered
represents everyone who has been notified.

The HD said that about 4 %o of people will test positive, that number is much lower.
® The investigation is going to take many months to complete and the health district
antidpates that there will be more positive test results. As part of the investigation,
investigators are sorting through positive results to determine which patients received
proceduces at the clinic, their risk factors to determine their potential exposute. Hepatitis C
infection is common in the community and many patients would have been positive prior to
theit procedures.

I received a positive test result, how come 1 haven't heard from the health district?

e The health district continues to receive reports of positive test results and is sorting through
them to determine patients who were part of the notification. Our 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 knaw is not complete. If you were a patient at the
clinic between March 2004 and January 11 and received a positive result, please contact the
health district’s epidemiology department at xxx-xxxx. Ot 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 Center/Burnham, do I need to be tested?
®  The health district continues to advise patients who are concerned about their health to
speak with their physicians or healthcare providers about your risk of exposure and testing.
Your physician will be able to advise you and will be able to manage your health care needs.

Why aren't you specifically recommending testing for patients of the Desert Shadow Endoscopy
Center.

e Atthis time, the health district is not able to make specific recommendations due to
incomplete information. The clinic was closed when the acute case was reported and the
health district was not able to interview staff or obscrve clinic practices.

e Due to the lack of documentation, the health district encourages patients to discuss their
concerns and risk of disease with their physician or healthcare provider and to pursue testing
for hepatitis C, B and HIV if they are concerned. A source of discase transmission has not
been determined.
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Why aren't you specifically reccommending testing for patient?

e Prior to making a decision regarding a patient recommendation or notification, it is
important that the health district have all of the necessary information.

® Thousands of boxes of clinic files were collected by the Metropolitan Police Departtment
and information only became properly sorted out and available to both Metro and the health
district recently.

® At this time, the health district is not able to make specific recommendations based on
incomplete information. The clinic was closed when the acute case was reported and the
health district was not able to observe unsafe practices, such as the reuse of syringes, and the
source of disease transmission cannot be determined.

e If additional information becomes available, the health district will continue its investigation
and revise recommendations to patients as appropriate.

e The health district is encouraging patients of the Desert Shadow clinic to speak with their
physicians or health care provider about their concems and their risk of exposure.

If you knew one person got sick, how come you are not advising they get tested?

e At this time, the health district is not able to make specific recommendations based on 5
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 of disease :
transmission cannot be determined.

e If additional information becomes available, the health district 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
e The health district will be sending a letter to patients of the Desert Shadow clinic to advise
them about the findings of the investigation as well as information 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.SouthemiNevadaHealthDistrict.org .

Do I need a letter to pet tested?
®  As with any lab testing, 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.

T was a patient at the Burnham Ave, clinic and I 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 of resources available
www.SouthernNevadaHealthDistrict.org.
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What if I was a patient at one of the other clinics? Do I need to get tested?
®  The health district recommends that patients who are concerned about their health, have
questions about hepatitis C or are worried about potential exposure should speak with their
physician or health care provider.
® The health district has not received any reports of illness at other affiliated clinics or
ambulatory surgical centers. If you have questions or are concerned about a possible
exposure to hepatitis C, you should contact your physician or health care provider.

Will the health district notify me if my tests are positive?

®  You will receive your test results from the physician ot healtheare provider who ordered
your lab tests. The health disttict will not contact you to provide test results.

Blood Donation
I donated blood recently - don't they test my blood for hepatids C?
s Donated blood and plasma are screened for HIV, Hepatitis B, Hepatitis C, and a number of
other viruses.

How good is the blood test used by blood donation centers?
®  The hepaditis C test used by blood donation centers is only a screening tes to climinate
hepatitis C virus from the nation's blood and plasma supply.
® A positive finding for hepatitis C should be followed up with additional testing to confirm
the screening test results.

If I already have one of the diseases, do I need to be tested again?
e Itis recommended that persons be tested for Hepatitis B, Hepatitis C, and HIV. Although
you do not need to be tested for the virus with which you are infected, it is recommended
that you are tested for infection by the other two.

Healthcare Provider Information

As 2 medical professional, how do I report a case of disease?

Contact the Southern Nevada Health District.

Report acute hepatitis B or C cases to the Office of Epidemiology by phone at sxx-xxox.
Report chronic hepattis B or C cases to the Office of Epidemiology by fax at xxx-xxxx.
Report HIV or AIDS cases to the Office of 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?
e Information on the testing process, including the recommended tests to order and their
interpretation is available in a technical bulletin distributed by the health district entided
“Hepatitis C Exposure at a Medical Clinic”.
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I am a doctor and have a patient in my office with your letter. Which tests should I order?
® Information on the testing process, including the recommended 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”.
® Ifyou have not received this bulletin, is available on the health district website
(www.southemnevadahealthdistrict.org) on the “Hepatitis C Investigation™ section,

Legal Concerns

Should [ sue?
® Ve cannot provide you with legal advice

Do T have a legal claim if I'm infected?
® We aannot provide you with legal advice

Can you recommend a lawyer?
® We cannot endorse or recommend the services of any lawyer or law firm

1 am a lawyer and would like to represent victims in a lawsuit. Will you pass my contact information

along?
¢ No. We cannot endorse ot recommend the services of any lawyer.

I 'am a lawyer and would like specific information on the investigation. How do I obuain it?
® The final ceport of 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 2 lawsuit was filed. How do I become part of that suit?
® The health district is not involved in any pending litigation and cannot provide information
on any ongoing lawsuits.

Isn’t this against the law? Has there been any type of crime committed here?
® Questions about the criminal culpability of the facility or any individual are beyond the scope
of this investigation, which focused on the public health aspects of discase 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 or malpractice?
*  Questions about the civil liability of the facility or any individual are beyond the scope of this

investigation, which focused on the public health aspects of disease transmission.

Is there a victim compensation fund?
e No, not at this time.
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I have been instructed to contact the SNHD to become part of an action/lawsuit against the
Endoscopy Center of Southcrn Nevada.
® The Southermn Nevada Health District cannot sue to collect damages on behalf of individual
patients. It is recommended that you consule with an attorney if you have any questions
about making a claim against the Endoscopy Center of Southern Nevada or its physicians.

Media Information
T am a reporter and would like to interview someone about this. How do I get in touch with
someone to interview?
o  For questions about the investigation, hepatitis C, lab testing, or the nodification of patients,
contact the Southern Nevada Health District Public Information Office at xxx-xxxx

*  For questions 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
February 27, 2008

Scuthern Nevada Health District to issue patient notifications

WHO The Southern Nevada Health District and the Nevada State Health
Division/Bureau of Licensure and Certification.

WHAT The Southern Nevada Health District and its partners will hold a news
conference to discuss a large-scale patient notification in relation to an
investigation.

WHEN 1 p.m., Wednesday, February 27, 2008

WHERE Southern Nevada Health District
Auditorium

625 Shadow Lane
Las Vegas, NV 89106

-30-
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FOR IMMEDIATE RELEASE
February 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 District 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 illness. 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 11, 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 three 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
laboratories in Nevada and the health district typically receives reports of approximately two cases of
acute hepatitis C annually. Five of the cases had procedures requiring injected anesthesia on the same
day. Following a joint investigation with the Nevada State Bureau of Licensure and Certification (BLC)
and with consultation from the Centers for Disease Control and Prevention, the health district
determined that unsafe injection 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 performed.

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 clini¢ took
corrective action when notified by staff conducting the investigation.

When cases were identified the health district notified the Nevada State Health Division, Bureau of
Licensure and Certification. The endoscopy center holds an ambulatory surgical center license with the
state and licensing regulations require a surgical center to maintain systems for quality assurance 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 attention of the
center for correction. The surgjical center has been issued a formal Statement of Deficiencies relating to
both state licensing requirements and federal regulations for Medicare certification. The center has
responded with a written Plan of Correction. The bureau will conduct additionat 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 bloodborne infections have been occurring at this
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 patients 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. -

The health district is also recommending patients get tested for hepatitis B and HIV, as both 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 infections is important,
as there are treatment and/ or medical managy t options availabl

Eighty percent of people infected with hepatitis C will have no signs or symptoms. In acute cases, there
is a clearly defined onset of symptoms, that may include loss of appetite, stomach pain, nausea, vomiting
and sometimes jaundice (a yellowing of the skin or the whites of the eyes). Individuals with chronic
hepatitis C virus and HIV infections typically are asymptomatic for many years and are often not aware
they are infected. Persons with chronic hepatitis C infection 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 through other sources. Hepatitis C is more common among
people who received blood transfusions or organ transplants prior to 1992 and intravenous drug users,
therefore, it will not be possible to determine if patients 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 typical
school, work or food service settings. It is not spread 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 understood at this time.

The Southern Nevada Health District has posted additional information on ts website at

www.SouthernNevadaHealthDistrict org. In addition, the health district has set up a hotline at
(702) 759-4636 (INFO) for people with questions about this notification or hepatitis C.
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FOR IMMEDIATE RELEASE
February 29, 2008

Health District reiterates exposure information
LAS VEGAS - The Southern Nevada Health District is reiterating the unsafe injection procedures
identified as the likely source of the potential exposure of more than 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, Burean of Licensure and Certification is the agency
responsible for licensing medical facilities in Nevada.
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FOR IMMEDIATE RELEASE
March 10, 2008

Health District website updated regarding hepatitis C investigation
LAS VEGAS - The Southern Nevada Health District has updated its website with current information
for patients regarding the hepatitis C investigation. The information can be found on the home page of

the health district’s website: www.SouthernNevadaHealthDistrict.org. 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, including lab
information and links. A health care providers page has been updated with technical information for
requesting lab work for patients.

The health district continues to update its website as information bacomes available.
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FOR IMMEDJATE RELEASE
March 18, 2008

Health District advises of a seventh acute hepatitis C case

LAS VEGAS - The Southemn 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
Bumham Avenue in Las Vegas. The health district is continuing its investigation of the potential case
and will determine its next steps based on that investigation.

The seventh identified case was diagnosed in 2006, but never reported to the health district. Based on the
preliminary investigation the patient had been tested 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 the commission considered extending the limitations on the clinic’s business
license.

“Our investigation is continuing regarding this potential case and we currently do not have enough
information 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 the clinic’s business license is debated.” The patient received a procedure at the
location in June 2006.

The health 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 their personal physician.

“Qur goal is to notify patients that may have been exposed to bloodborme 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 injection practices. We will continue to make informed recommendations to the
public based on identified risk, verified by the findings of our epidemiologic investigations,” said Dr.
Sands.

The Southern Nevada Health District continues to update information on its website, including patient
and physician information at www.SouthemNevadaHealthDistrict org. 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 District reports increase 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 rates of
testing and the background rate for the disease.

The health district has finalized a survey tool for interviewing patients and will be begin contacting
patients this week. Patients who had procedures requiring injected anesthesia at the center in January
3 will have to wait six months from their procedure date to be tested and therefore the interview process
Z will take several months to complete.

Considerations of the investigation include:

¢ 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 clinic population would have been previously infected with
hepatitis C and laboratory testing cannot distinguish between recent and older infections.

3 *  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 involves
examining a patient’s risk over the course of their Lives.

¢ The health district routinely investigate acute hepatitis B and HIV cases, however, the risk of
acquiring either of these two infections is thought to be much lower for persons possibly exposed
at the clinic.

e Asetof criteria is being developed for evaluation of risk factors in order to classify cases based
on their likelthood 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 www.SouthernNevadaHealthDistrict org.
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Media Advisory

April 11, 2008

Southemn Nevada Health District to host special hepatitis C community event, Saturday, April 19

WHO

WHAT

WHEN

The Southern Nevada Health District is hosting a community forum about hepatitis C.

The event includes two panel discussions (9 a.m. - 10:45 2.m. and another 1 p.m. - 2:45
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 include:

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 McKnight, HONOReform (Hepatitis Outbreak National Organization for Reform) founder
and private practice physician

Dr. Evelyn McKnight, HONOReform, founder

Kathleen Risdon, Bridge Counseling social worker

Robert Correales, UNLV Boyd School of Law

8:30 .am. - 3 p.m., Saturday, April 19, 2008

Southern Nevada Health District
Auditorium
625 Shadow Lane
Las Vegas, NV 89106
-30-
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FOR IMMEDIATE RELEASE
April 21, 2008

Health District advises of an eighth acute hepatitis C case
Seventh tied to Endoscopy Center of Southern Nevada

LAS VEGAS - The Southern Nevada Health District has identified an additional case of acute hepatitis
C in a patient 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 clinic.

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 reported risk factors for the illness
and has since 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 this 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.

-more-
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Health District advised of eighth acute case - add one

Considerations of the investigation include:

s 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.

e 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.

i » 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.

e 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.

s The health district routinely investigates acute hepatitis B and HIV cases, however, the risk of
acquiring either of these two infections is thought to be much lower for persons possibly exposed
at the clinic.

o A setof criteria has been developed for evaluation of significant risk factors 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 take some time to complete,” said
3 Sands. “I am encouraged that people are getting tested and patients who are concerned about
; procedures at other clinics should discuss their need for testing with their personal physician.”

In March, the Southern Nevada Health District reported that it identified an acute case of hepatitisCina
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 this case and will determine its next steps
based on that investigation. This seventh identified case was diagnosed in 2006, but never reported to
the health district.

The Southern Nevada Health District continues to update information on its website, including patient
and physician information at www.SouthernNevadaHealthDistrict org,. In addition, the health district
has set up a hotline at (702) 759-4636 (INFO).

-30-
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FOR IMMEDIATE RELEASE
May 8, 2008

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 outbreak, 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, approxu'nately 50,000 test panels have been ordered
through local labs; however, this the ber of tests ordered and not the number of
patients who have been tested. The health d|stnct cannot say for certain that the number of test panels
represents everyone who received 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 procedum at the end of 2007 or early 2008 will need to be tested at a later date because it can
take as long as six 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 at the clinic, 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 infections involves examining a patient’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 they are chronic or acute cases. In addition,
classifications about 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.

-more-
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Health District identifies 77 potential infections - add one

Lk

“We anticipate that this investigation is going to take many months to complete and we will likely see
additional positive test results that could be associated with the clinic,” 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 infection.

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 increase in HIV
infection rates associated with the clinic or the outbreak, The health district routinely investigates acute
hepatitis B and HIV cases, however, the risk of acquiring either of these two infections is thought to be
much lower for persons possibly exposed at the clinic.

3 The health district continues to update its website as resources and information become available,
wwiw.SouthernNevadaHealthDistrict org. For additional information, patients can contact the helpline,
(702) 759-4636 (INFO).
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FOR IMMEDIATE RELEASE
June 5, 2008

Health District concludes Desert Shadow Endoscopy Center investigation,
announces implementation of a Hepatitis C Exposure Registry

LAS VEGAS - The Southern Nevada Health District has concluded its investigation into the
acute case of hepatitis C associated with the Desert Shadow Endoscopy Center, formerly located
at 4275 Burnham Avenue, Suite 101, based on the information and records that are currently
available. 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.

Patients of this clinic are encouraged to discuss their risk for disease 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 location and, while there is no way
of determining the completeness of the list at this time, a letter outlining the investigation
findings and current recommendations will be sent to the available list of patients,

“Itis unfortunate we are not able at 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 of Southern Nevada, we
are stressing it is important 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 at the Desert Shadow clinic since it
opened approximately two years ago.

3 A clinic staff person was observed reusing single use vials of propofol at this facility during an
i 3 inspection by the State Health Division Bureau of Licensure and Certification in January 2008,
; and propofol logs provided further documentation the bottles of anesthesia were reused on

: multiple patients. However, staff has not been able to document the reuse of syringes because
i this clinic location was closed prior to the identification of the associated acute case.

: : The acute case of hepatitis C that lead to further investigation of the Burnham clinic was self-
i ] reported to the health district by the patient in March 2008. Laboratory tests document 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. Seven additional cases are

(more)
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Burnham clinic recommendation/ registry ~ add one

associated with the Endoscopy Center of Southern Nevada. This clinic was the subject of the
initial investigation and the identification 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 implementation of a Hepatitis C Exposure Registry in
order to gather additional information related to patients of both the Endoscopy Center of
Southern Nevada and the Desert Shadow Endoscopy Center. 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 those patients who have tested positive the
opportunity to leamn 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 mailing enrollment forms to patients of both these clinics and
encouraging patients to enroll in the registry. Registry information and enrollment forms are
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 at (702) 759-4636 to request a form.

“There are many patients we have not been able to locate during this outbreak because clinic
records were not complete,” said Sands. “We are encouraging patients to enroll in the registry
so we can continue to identify people who were exposed at the clinics. This information will aid
in our continuing investigation and may allow us to make additional recommendations to
patients of the clinics.”

Since the initial notification 77 additional cases of hepatitis C infection have been identified as
potentially linked 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 information, patients can contact the helpline, (702) 759-4636 (INFO).
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FOR IMMEDIATE RELEASE
July 24, 2008

Health District identifies source cases for hepatitis C outbreak
Exposure Registry includes 6,000 envollees -

LAS VEGAS - The Southern Nevada Health District has identified two source cases related to the
hepatitis C outbreak at the Endoscopy Center of Southern 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 was known to occur. An additional chronic (non-acute) case of hepatitis C infection has
also been linked to the September 21 source case. The health district 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 Center, 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 of the epidemiologic investigation allowed the health
district’s epidemiology team to positively identify two individuals as the source cases among clusters of
patients who underwent procedures on the same dates. Samples were tested by the Centers for Disease
Control and Prevention (CDC).

“These results will help us to better understand how the disease was transmitted on those days and
supports the initial findings of our investigation,” said Dr. Lawrence Sands, chief health officer. “It is
important for us to remember that this outbreak is not the result of any actions on the part of the
patients, but it is the result of unsafe practices by the staff of these clinics.”

The health district previously reported the identification of 77 cases of hepatitis C infections that are
considered potentially associated with the Shadow Lane clinic. These patients had different procedure
dates, and the health district will not be able o perform genetic testing for these cases because there is no
identified source for comparison. No 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, the health district announced the development of the Hepatitis C Exposure Registry. The
registry was developed to assist in the identification of patients who had procedures at both clinics,
including those who are infected with the hepatitis C virus, and allows patients who have tested positive
to learn their case classification. To date, the health district has received 6,000 completed enroliment
forms for the Hepatitis C Exposure Registry.

“We are very encouraged by participation in the registry,” said Sands. “Patients aze providing us with
important information about their procedures, their test results, and health status. The registry will allow
us to identify additional cases or exposures at either clinic.”

- more -

166

GJ DESAI 000342

0213



Health District IDs source cases - add one

In early June, former patients of the Endoscopy Center of Southern Nevada and the Desert Shadow
Endoscopy Center were notified by mail about the development of the Hepatitis C Exposure Registry.
Patients who wish to enroll in the registry can obtain forms at any public health center location or
download from the health district website,

For additional information, visit wWwSoulhernNevadaHeallhDistricl.org or call the hotline, (702) 759-
4626. ’
-30-
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FOR IMMEDIATE RELEASE
QOctober 23, 2008

Health District identifies 105 potential clinic-associated hepatitis C infections

LAS VEGAS - The Southern Nevada Health District has classified 101 cases of chronic hepatitis C
infection as possibly associated with the Endoscopy Center of Southem Nevada, 700 Shadow Lane, and
four cases possibly associated with the Desert Shadow Endoscopy Center, 4275 Burnham Avenue. The
number of hepatitis C cases directly linked to the clinics remains at nine.

To date, the health district has received 7,331 Hepatitis C Exposure Registry enrollment forms since its
implementation in June. Information received by contacting patients with positive laboratory reparts
and patients who were part of the case investigations were also entered into the registry database.

Laboratory confirmed patients with verified procedure dates, no identified risk factors and no history of
positive laboratory reports were classified as “possibly associated.” The health district classified 35
laboratory confirmed cases as “indeterminate” if the patient reported having one or more of the risk
factors associated with hepatitis C infections. This classification does not rule out possible infection at the
clinic. However, the health district cannot make any further determination because of the presence of
other 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 six months prior to the
onset of symptoms. To evaluate patients’ risk factors and to determine if their infection was related to
the clinic, the health district developed a set of 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
were developed to help investigators better understand patient risk factors prior to having a procedure
at the clinic.

“The registry, the interviews, and the criteria developed to identify and classify cases provided the
investigators with important information to help us better understand the scope of this outbreak. This is
the largest disease investigation that our health district has undertaken and we recognize the importance
of sharing these results with the community,” said Dr. Lawrence Sands, chief heaith officer, “The
identification 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.”

-more-
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Health District Identifies 105 Cases - add one

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 25, 2007, and the other on September
21, 2007. These are the dates that disease transmission was known to occur.

Results of genetic testing allowed the health district’s epidemiology team to positively identify the two

individuals as the source cases among clusters of patients who underwent procedures on the same dates.

Samples were tested by the Centers for Disease Control and Prevention (CDC).

Information about the hepatitis C outbreak, including the health district's Interim Report on the
outbreak, is available on the website, www .SouthernNevadaHealthDistrict.org.
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Office of Epidemiology
Phone 702.759.1300
Fax 702.759.1414

Technical Bulletin

February 27, 2008

Hepatitis C Exposure at a Medical Clinic

Current Situation

Earlier today, the Southern Nevada Health District
began contacting dose to 40,000 Southem Nevada
residents to recommend that they visit their primary
care provider to be tested for hepatitis C, hepatitis B,
and HIV due to exposures resuiting from unsafe in-
jection practices. In an attempt to reach patients for
whom current addresses were not available, the
health district held a press conference in conjunction
with the Nevada State Health Division 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 leam about the expo-
sure through their media.

In early January, the health district began investigat-
ing a duster of hepatitis C cases who had reported
undergoing procedures at the Endoscopy Center of
Southen Nevada, located at 700 Shadow Lane, Las
Vegas. The investigation identified the use of unsafe
injection practices related to the administration of
Intravenous anesthetic that could result in the trans-
mission of bloodborne pathogens among the dinic’s
patients. Although these practices have since been
corrected, these were the prevailing practices of the
dinic for an extended period of ime. With consuita-
tion from the Centers for Disease Controt and Pre-
vention (CDC), the health district determined 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 risk
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
from the results of available laboratory testing.

It is expected that a significant number of patients
were infected 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 with HIV

« About 0.5% will show evidence of current infec-
tion with 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 performed at the center should be used to iden-
tify the best timing for testing. Initial negative tests
performed prior to the 6 month seroconversion win-
dow may have to be repeated.

Patient Communication

Although the cases under investigation have been
linked to only one particular dlinic, it is not unreason-
able to expect patients who had undergone proce-
dures at different dinics to request testing. The
health district is not recommending the routine test-
ing of any other group of patients. However, testing
should be ordered if indicated because of illness or
based on your risk assessment of an individual pa-
tient.

The Southem Nevada Health District has established
a hotline for patients at (702) 759-INFO. Patients can
also obtain information from the heaith district web-
site at http://www.southernnevadahealthdistrict.org.
The health district has identified resources for pa-
tients without insurance or access to a physician, and
information on this topic can be obtained on the
website.

Disease Reporting

Per Nevada Administrative Code 441A, all known or
suspected cases of hepatitis C, hepatitis B, and HIV
must be reported to the Southem Nevada Health
District. As it is important to the ongoing investiga-
tion, please report acute hepatitis cases by phone at
(702) 759-1300, option #2. This number s available
24-hours, seven days a week. Due to the expected
high volume of calls, please report all non-acute
{chronic) hepatitis cases by fax at (702) 759-1414.

Southem Nevada Heaith District Office of Epidemiology
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Technical Bulletin: Hepatitis C Exposure at a Medical Clinic

February 27, 2008

Please report all HIV cases to the office of HIV/AIDS
at (702) 759-0702.

Laboratory Testing Recommendations

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 laboratory 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 March 2004
and January 11, 2008.

To assist with the testing follow up and to ensure ap-
propriate reflex testing occurs, Laboorp and Quest
laboratories will provide custom panels and tests for
dients located in Nevada (see Tables 2 and 3).

Additional information regarding supplemental
testing for Hepatitis C Antibody (HCV Ab)

The “Guidelines for Laboratory Testing and Result Re-
porting of Antibody to Hepatitis C Virus” published by
CDC in MMWR, February 7, 2003, 52 (RR03):1-16
provides recommendations for use of the signal-to-
autoff ratio (s/co) of positive HCV screening test re-
sults to identify samples which would require addi-
tional suppiemental testing. The recommended sfco
ratio will vary depending on the testing equipment
used. Contact the reference laboratory for details re-
garding the supplemental testing performed at their
facility.

Based on the MMWR recommendations:

« HCV 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 anti-HCV.

o If Nucleic Acid Test (NAT) for HCV RNA is per-
formed, CDC recommends RIBA follow up for a
negative NAT.

Medicare patients

Medicare carriers have implemented policles that en-
sure the medical necessity of certain services ren-
dered to Medicare beneficiaries. These policies are
aalled Local Medical Review Policies (LMRPs). HIV and

hepatitis testing may be subject to LMRPs. Contact
your reference laboratory representative for more in-
formation regarding medical necessity guidelines.

References

Guidelines for Laboratory Testing and Result Report-
ing of Antibody to Hepatitis C Virus, MMWR, February
7, 2003:http://www.cdc.gov/mmwr/PDF/rr/rr5203.pdf

Alter M). Healthcare should not be a vehide for trans-
mission of hepatitis C virus. J Hepatology 48 (2008);
24,

Transmission of Hepatitis B and C Viruses in Outpa-
tient Settings—New York, Oklahoma, and Nebraska,
2000-2002. MMWR 52(38); 901-906.

Additional Resources

CDC website: Hepatitis:
http://www.cdc.gov/ncidod/diseases/hepatitis/

American Liver Foundation:
http://www liverfoundation.org/

Hepatitis C physicians booklet:
http://www.cdc.gov/ncidod/diseases/hepatitis/
c/hev_physician_booklet.pdf

Safe injection practices poster:
http://www.cdc.gov/ncidod/diseases/hepatitis/
spotlights/ambulatory.pdf
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Technical Builetin: Hepatitis C Exposure at a Medical Clinic

February 27, 2008

Table 1 Initial and reflex laboratory testing

Test Refiex testing for

Name Description Synonyms positives

HBcAb, Antibody to Hepatitis B core antigen, to- | Hepatitis 8 Core Antibody, Positives reflex to

Total tal IgG and IgM. Nonspedfic marker of Total; Hepatitis B core anti-
acute, chronic, or resolved Hepatitis B Anti-HBc (total); body, IgM and Hepa-
Infection. It is not a marker of vaccine HBV Core Total Antibody titis B surface anti~
induced immunity. gen

HCV Ab | Antibody to Hepatitis C Virus. Hepatitis C Antibody; Positives with fow s/
Screening immunoassay method with Anti-HCV; HCV; Hep C co ratio reflex to
signal-to-cutoff ratio (s/co) reported RIBA, anti HCV

HIV 1 or | Antibody to Human Immunodeficiency HIV 1/2 EIA Antibady Positives reflex to

HIV 1/2 | Virus. Immunoassay method with reflex | Screen; HIV-1 Western Blot
to Westem Blot for all positives HIV-1; HIV-1/0/2

Table 2. Labcorp Test Codes

Labcorp
Panel
code Initial testing includes Reflex testing
344053 | Hepatitis B Core Antibody, total (006718) Reflex testing for
Hepatitis C Antibody (143991) positives will auto-
HIV-1/0/2 (083824) matically oocur based
on the tests listed in
Table 1
Table 3. Quest 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 cocurs

Quest
test code | Description Reflex testing
7040E Hepatitis B Core Antibody, Total Reflex testing for positives will automatically occur
— - based on the tests listed in Table 1, only if custom
1590E Hepatitis C Antibody (HCV) test codes are ordered Y
3200 HIV1/2 EIA Antibody Screen with re-
flexes

Southem Nevada Health District Office of Epidemiology
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Ij Office of Epidemiology
S ! ! Phone 702.759.1300
[—a= %) Fax 702.759.1414
Technical Bulletin April 18, 2008

Hepatitis C Investigation Update #1

Current situation

The Southern Nevada Health District (SNHD) is stil
recommending testing for hepatitis C, hepatitis 8,
and HIV for patients who received injected anesthe-
sia medication at the Endoscopy Center of Southern
Nevada (700 Shadow Lane, Suite 1658) between
March of 2004 and January 11, 2008, At this time,
the heaith district is not recommending testing of
patients who have had procedures at other dinics. As
of April 18, 2008, SNHD has not been able to access
records from other dinics to determine if further no-
tifications are warranted.

Since February 27, 2008, over 20,000 samples have
been analyzed for Southern Nevada residents who
may have been exposed to hepatitis C virus (HCV),
hepatitis B virus (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 false positive test results. The ini-
tial testing algorithm outlined in the technical bulletin
distributed on February 27th

(hitp: thy a di
i -Q2271 , Was recom-
mended by the CDC and SNHD for investigational
purposes In order to minimize the number of false
positive test results and to allow laboratories to rap-
idly screen a large number of samples using an initial
three (3) test panel. The testing algorithm is in-
tended to identify persons 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 outbreak investigation. This
algorithm will identify individuals with current acute
and chronic infections. It also will identify individuals
infected In the past, but with resolved infections of
no clinical significance. However, it will not yield in-
formation about the timing or source of infection for
individuals previously infected, but with rescived in-
fections.

NOTE: this testing algorithm differs from cument CDC

guidetines, which is to first test with HBsAg, with fol-
fow-up testing as indicated. [See "4 Comprehensive
Immunization Strategy to Eliminate Transmission of
Hepatitis B Virus Infection in the United States: Rec-
ommendations of the Advisory Committee on Immu-
nization Practices (ACIP) Part II: Immunization of
Adults” at
hitp://www.cdc.gov/mmwr/preview/mmwrhtml/rrS51
6al1.htm?s_cid=rr5516a1_e

Test Ordering

Many physidans are following the recommended
testing algorithm and ordering the custom panel of
tests provided by LabCorp, Quest, or Clinical 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 false positive results or
lack of reflex testing

Table 1 lists the Initial recommended testing panel,
while Tables 2-4 list the corresponding LabCorp,
Quest and Clinical Pathology Laboratories test codes.

To assist with testing follow-up, and to ensure ap-
propriate refiex testing occurs, LabCorp (Table 2),
Quest (Table 3) and Clinical Pathology Laboratories
(Table 4) will provide custom panels and tests for
dlients located in Nevada.

Hepatitis C Serology Interpretations

The "Guidefines for Laboratory Testing and Resuit
Reporting of Antibody to Hepatitis C Virus” published
by CDC in MMWR, February 7, 2003, 52 (RR03):1-16
provides recommendations for use of the signal-to-
cutoff ratio (s/co) of positive HCV screening test re-
sults to identify samples which would require addi-
tionat supplemental testing. The recommended s/co

Southem Nevada Health District Office of Epid: fogy
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Technical Bulletin: Hepatitis C Investigation Update #1 April 18, 2008
Table 1 Initial and reflex laboratory testing
Test Reflex testing for
Name Description Synonyms positives
HBCAD, Antibody to Hepatitis B core antigen, to- | Hepatitis B Core Antibody, Positives reflex to
Total tal IgG and IgM. Nonspedific marker of | Total; Hepatitis B core anti-
acute, chronic, or resolved Hepatitis 8 Anti-HBc (total); body, IgM and Hepa-
infection. It is not a marker of vaccine HBV Core Total Antibody titis B surface anti-
induced immunity. gen
HCV Ab | Antibody to Hepatitis C Virus. Hepatitis C Antibody; Positives with low s/
Screening immunoassay method with Anti-HCV; HCV; Hep C co ratio reflex to
signal-to-cutoff ratio (s/co) reported RIBA, anti HCV
HIV 1 or | Antibody to Human Immunodeficiency HIV 1/2 EIA Antibody Positives reflex to

HIV 1/2 | Virus. Immunoassay method with reflex | Screen; HIV-1 Western Blot
to Western Blot for all positives HIV-1; HIV-1/0/2
Table 2. Labcorp Test Codes
Order the panel below which will indude both initial and reflex testing
Labcorp
Panel
code Initial testing includes Reflex testing
344053 | Hepatitis 8 Core Antibody, total (006718) Reflex testing for
Hepatitis C Antibody (143991) positives wilf auto-
HIV-1/0/2 (083824) matically occur based

on the tests fisted in
Table 1

Table 3. Quest 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

Quest

test code | Description Reflex testing
7040E Hepatitis B Core Antibody, Total Reflex testing for positives will automatically occur
1590E Hepatitis C Antibody (HCV) based on the tests listed in Table 1, only if custom
3200 HIV1/2 EIA Antibody Screen with re- test codes are ordered

flexes

Table 4. Clinical Pathology Laboratories (CPL) Test Codes

CPL

Panel

code Initial testing incdludes Reflex testing

9327 Hepatitis 8 Core Antibody, total (2730) Reflex testing for
Hepatitis C Antibody (4647) positives will auto-
HIV1 & 2 EIA Antibody Screen (3540) matically occur based

on the tests listed in
Table 1

Southem Nevada Health District Office of Epidemiology
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Technical Bulletin: Hepatitis C Investigation Update #1

ratio will vary depending on the testing equipment

used. Contact the reference laboratory for details re-

garding the supplemental testing performed at thelr
facility. If the custom panels and tests are ordered,
the reflex testing for HCV will occur as recommended
by CDC in the MMWR cited above. These recommen-
dations include:

» HCV antibody positive screening test resuits with
high s/co ratios can be considered anti-HCV posi-
tive without suppiemental testing.

» HCV antibody positive screening test results with
low s/co ratios should have supplemental testing
performed, preferably by Recombinant Im-
munoblot Assay (RIBA) for HCV antibody.

« If Nudeic Acid Test (NAT) for HCV RNA is per-
formed, CDC recommends RIBA follow up for a
negative NAT.

Hepatitis B Serology Interpretations

The initial recommended test for HBV, total hepatitls
B core antibody, is a non-spedfic marker 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 surface
antigen. These tests will assist the physician In distin-
guishing current from past infection and acute from
chronic infection. Some physicians are ordering an
additional test, Hepatitis B surface antibody (anti-
HBs). This test is typlcally used to evaluate Hepatitis
B immunity and may not provide useful information
for this investigation.

Table §, which provides guidance for interpretation of
Hepatitis B panels is adapted from a CDC table. Refer-

ence: hitp://www.cdc.gov/ncidod/diseases/hepatitis/
Table 5. Interpretation of the Hepatitis B Panel

April 18, 2008
biBseroloay.htm

Definitions:

Hepatitis B Surface Antigen (HBsAg): A serologic
marker 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 Surface Antibody (anti-HBs): The presence
of anti-HBs is generally interpreted as indicating re-
covery and immunity from HBV infection. Anti-HBs
also develops in a person who has been successfully
vaccinated against hepatitis B.

Total Hepatitis B Core Antibody (anti-HBc): Appears
at the onset of symptoms in aaste hepatitis B and
persists for life. The presence of anti-HBc indicates
previous or ongoing infection with hepatitis B virus
(HBV) in an undefined time frame.

IgM Antibody to Hepatitis B Core Antigen (IgM anti-
HBc): This antibody appears during acute or recent
HBYV Infection and is present for about 6 months.

Patient Resources

Individuals who have potentially been exposed as a
result of the unsafe injfection practices at the Endo-
scopy Center of Southern Nevada have many ques-
tions and needs that are outside the scope of the rou-
tine physician/patient refationship. To assist these
residents, SNHD has developed a list of resources on

the health district website at http;//
www.southemnevadaheaithdistrict.org/outbreaks/

hepc-patients.htm. Among the informational items
induded here are dinical and laboratory services, sup-
port groups, fact sheets, and a form for requesting
medical records from the Endoscopy Center through
the Las Vegas Metropolfitan Police Department.

Tests Results Interpretation Action
HBsAg negative Not infected No action
anti-HBc negative
HBsAg negative Previous Infection at undefined time No action
anti-HBc positive
IgM anti-HBc __hegative
HBsAg positive Repart to SNHD
anti-HBc positive Acutely Evaluation and follow up
IgM ant-HBc positive Infected
HBsAg positive to SNHD
anti-HBc positive Chronically infected Evaluation and follow up
IgM anti-HBc negative
Pathology consultation from the reference laboratory is available to assist with interpretation or foliow-up testing.

Southem Nevada Health District Office of Epid logy
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Technical Bulletin June 5, 2008

Hepatitis C Investigation Update #2

Current situation

The Southerm Nevada Health District SNHD has con-
duded its Investigation into the acute case of hepati-
tis C assodiated with the Desert Shadow Endoscopy
Center, 4725 Bumham Avenue. Based on the infor-
mation and records that are currently available, it

has been determined this acute case is finked to the -

center. However, there is not sufficent information
at this time to determine the likely source of disease
transmission.

SNHD is encouraging patients of the Desert Shadow
dlinic to discuss their risk for disease exposure with
their physician and to pursue testing for hepatitis C,
hepatitis B and HIV if they are concemed. The health
district has obtained a list of patients from this dinic
location and, while there is no way of determining
the completeness of the list at this time, a letter out-
lining the investigation findings and current recom-
mendations will be sent to the available list of pa-
tients.

The SNHD is unable to make a specific recommenda-
tion based on documented unsafe injection practices,
such as those that occurred at the Desert Shadow
Endosaopy Center of Southern Nevada. However,
the health district s stressing that it is important for
patients to know thelr infection status and work pro-
actively with their physicians to manage their health.
The SNHD estimates that approximately 13,000 pa-
tients were treated at the Desert Shadow dinic since
it opened two years ago.

Investigation findings include the following: a dinic
staff person was observed reusing single use vials of
propofol on more than one patient at this facility
during an inspection by the State Health Division Bu-
reau of Licensure and Certification. A review of pro-
pofol logs provided further documentation the bottles
of anesthesia were reused on multiple patients. How-
ever, staff has not been able to observe the reuse of
syringes because this dinic location was dosed prior
to the identification of the associated acute case.

The acute case of hepatitis C that lead to further in-
vestigation of the Burnham dinic was self-reported to
the health district by the patient in March 2008.

Laboratory tests documented 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 additional information re-
lated to patients of both the Southern Nevada Endo-
soopy Center and the Desert Shadow Endoscopy
Center. The registry was developed to assist in track-
ing patients with known disease who had procedures
at the dinics, and will allow patients the opportunity
to learn their case dlassification. The registry will also
indude sections to aliow patients to report on possi-
ble hepatitis B or HIV infections.

SNHD will be mailing enrollment forms to patients of
both these dinics and encouraging patients to enroll
in the registry. Registry information and enroliment
forms are available on the health district’s website,
www.SouthernNevadaHealthDistrict.org. In addition,
enroliment forms will be available at the health dis-
trict’s public health centers.

Since the initial notification seventy-seven additional
cases of hepatitis C infection have been identified as
potentially linked to the Endoscopy Center of South-
em Nevada. Participation of dinic patients in the ex-
posure registry will aliow the health district to dassify
additional cases of infection that may be assodated
with these dinics.

Hepatitis C Testing

Testing remains the same as outlined in the technical
bulletin distributed on February 27th, 2008
(http://www.southemnevadahealthdistrict.ong/physic
ian/download/tb-hepc-022708.pdf). The testing al-
gorithm was recommended by 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 number of sam-
ples using an initial three (3) test panel. The testing
algorithm is intended to identify persons who have
been exposed to hepatitis B, hepatitis C and/or HIV.
Persons with positive tests will need to follow-up with
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Technical Bulletin: Hepatitis C Investigation Update #2

June 5, 2008

their primary care provider for any additional diagnos-
tic testing needed.

Test Ordering

Many physidans are following the recommended test-
ing algorithm and ordering the custom panel of tests
provided by LabCorp, Quest, or Clinical Pathology
Laboratories. However, the iaboratories have received
significant numbers of test orders that do not follow
the testing algorithm. While physicians 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 slows down the testing
process, is more expensive, and does not include
the HIV test.

Hepatitis B & C Result Interpretations

Additional information regarding interpretation of
hepatitis B and C test results can be found on the
SNHD webslte at: hitp://

www.southemnevadahealthdistrict.ora/outbreaks/
downlgad/hepc-bulletin_updatet.pdf
Patient Resources

Individuals who have potentially been exposed as a .
result of the unsafe injection practices at the Endo-
scopy Center of Southern Nevada or the reuse of sin- :
gle use vials at the Bumham Center 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 district website at http://

h istri utbreal

2. Ordering Individual tests on asymptomatic persons hepc-patients.htm or call (702) 759-INFO (4636).

without custom coding or tests not in the algo-
rithm may lead to false positive results or lack of
reflex testing.

Tabie 1 lists the initlal recommended testing panel,
while Tables 2-4 fist the coresponding tabCorp,
Quest and Clinical Pathology Laboratories test codes.

Extended Laboratory Hours

LabCorp will offer extended and weekend hours,
through the month of June, at the Patient Service
Center located at 2801 West Charleston Blvd, Suite
#201. The facility will be open Monday-Friday from 7
am—9 pm; Saturday and Sunday from 7 am—4 pm.

Quest will offer extended and weekend hours begin-
ning June 11 and continue as needed, at the follow-
ing locations: Megacenter Patient Service Center lo-
cated at 7460 W. Lake Mead, Suite 3 from 6:30 am—
9 pm and Legacy PSC at 1701 Green Valley Parkway
from 6 am -9 pm.

Clinical Pathology Laboratories (CPL) provides multi-
ple Patient Service Center locations with Monday-
Friday hours.

Additional Information regarding laboratory hours and
locations is available on the health district website at
Www. rniev. District.

Among the informational items included are dinical

and faboratory services, support groups, fact sheets, 3
and a form for requesting medical records from the H
Endoscopy Center through the Las Vegas Metropoli- z
tan Police Department.
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Technical Bulletin: Hepatitis C Investigation Update #2 June 5, 2008
Table 1 Initial and reflex laboratory testing
Test Reflex testing for
Name Description Synonyms positives
HBCcAD, Antibody to Hepatitis B core antigen, to- | Hepatitis B Core Antibody, Positives reflex to
Total tal IgG and IgM. Nonspecdific marker of | Total; Hepatitis B core anti-
acute, chronic, or resoived Hepatitis B Anti-HBc (total); body, IgM and Hepa-
infection. It is not a marker of vacdine HBV Core Total Antibody titis B surface anti-
induced immunity. gen
HCV Ab | Antibody to Hepatitis C Virus. Hepatitis C Antibody; Positives with low s/
Screening immunoassay method with Anti-HCV; HCV; Hep C ©o ratio reflex to
signal-to-cutoff ratio (s/co) reported RIBA, anti HCV
HIV 1 or | Antibody to Human Immunodefidency HIV 1/2 ETA Antibody Positives reflex to
HIV 1/2 | Virus. Immunoassay method with reflex | Screen; HIV-1 Western Blot
to Westem Blot for all positives HIV-1; HIV-1/0/2
Table 2. Labcorp Test Codes
Order the panel below which will include both initial and reflex testing
Labcorp
Panel
code Initial testing includes Reflex testing
344053 | Hepatitis B Core Antibody, total (006718) Reflex testing for
Hepatitis C Antibody (143991) positives witl auto-
HIV-1/0/2 (083824) matically occur based

on the tests listed in

Table 1

Table 3. Quest 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

Quest
test code | Description Reflex testing )
7040E Hepatitis B Core Antibody, Total Reflex testing for positives will automatically occur
1590E Hepatitis C Antibody (HCV) based on the tests listed in Table 1, only if custom
3200 HIV1/2 EIA Antibody Screen with re- test codes are ordered

flexes

Table 4. Clinical Pathology Laboratories (CPL) Test Codes

CPL

Panel

code Initial testing includes Reflex testing

9327 Hepatitis 8 Core Antibody, total (2730) Reflex testing for
Hepatitis C Antibody (4647) positives will auto-
HIV1 & 2 EIA Antibody Screen (3540) maticaily occur based

on the tests listed in

Table 1

Southern Nevada Health District Office of Epidemiology
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Date:

From:

Subject:

To:

Through:

May 15,2008

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 Schaefer, MD, EIS Officer, Division of Healthcare Quality
Promotion (DHQP), National Center for Preparedness, Detection, and
Contro! of Infectious Diseases (NCPDCID)

Epi-Aid Trip Report (2008-019): Investigation of acute hepatitis C
among patients who underwent procedures at Clinic A: Nevada 2007
Ihsan Azzam, MD, State Epidemiologist, Nevada State Health Division
Lawrence Sands, DO, Chief Health Officer, Southern Nevada Health
District

Douglas Hamilton MD, PhD, Director, Epidemic Intelligence

Service, Career Development Division, OWCD

Scott Holmberg, Branch Chief, Epidemiology and Surveillance Branch,
DVH, NCHHSTP

Joseph Perz, DrPH, Acting Prevention Team Leader, Prevention and
Response Branch, Division of Heaithcare Quality Promotion (DHQP),
National Center for Preparedness, Detection and Control of Infections
Diseases (NCPDCID)

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 of

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 35-90 days of illness onset. A

description of these three cases follows:

e Case 1. A person presented on October 24, 2007 with weight loss, dark urine and
scleral icterus. The patient had an elevated alanine aminotransferase (ALT) of 552

units/L and was negative for IgM antibodies to hepatitis A virus (anti-HAV) and IgM

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 IU/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 of 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 of 7.5 million IU/ml. The
patient denicd having any common risk factors for HCV infection, but did report a
dental cleaning done within 6 months of the diagnosis. The patient reported having
had a colonscopy on September 20, 2007 and upper endoscopy on September 21,
2007 at Clinic A.

® Case 3. A person presented on November 29, 2007 with dark urine and abdominal
pain and had an ALT of 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 of 5.9 million IU/ml. The patient denied having
any risk factors for acute HCV infection, but had a colonoscopy done at Clinic A on
September 21, 2007.

As a result of 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.

Objectives

1) Tointerview and collect specimens from identified hepatitis C patients for
phylogenetic analysis at CDC

2) Toinvestigate infection control procedures at Clinic A, especially use of multi-
dose vials, reuse of single-use vials and reprocessing of endoscopes

3) To advise and assist the local and state health 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 hepaiitis: Acute illness with discrete onset of symptoms (nausca, 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 of normal (>7xULN), and 1gM 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-associated 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

2
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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 from 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 |
(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 infection. 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 bloodborne 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 endoscopics and calonoscopies, 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 nurses (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 of a small waiting area, 4 patient bays scparated
by curtains where pre- and post-procedure assessments took place, a preparation room
where [V catheters were placed and 2 procedure rooms (Figure 1). In between the

3 183

GJ DESAl 000359

0230

ottt



procedure rooms, there was a room where reprocessing of the endoscopes took place. A
room off of the reprocessing room is where clean cndoscopes were kept. A utility room
was present behind a closed door next to the IV preparation room.

From observations of clinic staff, each moming, an RN opened a combination
lock in order to access keys to open the medication cabinet. One cabinet contained
propofol, lidocaine and saline. This cabinct remained open throughout the day. CRNAs
were given vials of propofol and a bottle of lidocaine each moming. 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 moming.

From observations at the facilitics, 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 (usvally 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. 1V fluids were available, but, according to staff
interviews 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 arcas. Puncture-resistant sharps containers
were conveniently located where Vs 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 ulility area.

Sinks and hand sanitizers were located throughout the Clinic. However, on
muliiple occasions, staff were observed not performing proper or adequate hand hygicne
between patients. Additionally, anesthetists did not always wear gloves when they
administered 1V medications. Such improper infection control practices were pointed out
to staff and administrators soon afler 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 of necdles into proper receptacles. However,
one CRNA was observed moving about the room with an uncapped needle. RNs flushed
the IVs with 1-2 ccs of saline obtained from 20cc vials after placement of the 1Vs. They
usually did not wipe the stopper with alcohol. CRNAs generally did not report using
saline flushes after I'V insertions since they immediately administcred sedation.

We observed and inquired about preparation and administration of sedation over
several days. At the start of the day, each CRNA was given one 30cc multi-dose vial of
lidocaine and several vials of 200mg/20cc or 500mg/50cc single-use propofol. Using a
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new syringe and needle each time, a CRNA would prefill multiple 10cc syringes with tcc
of lidocaine, recap the needles, and store them in a drawer. The syringes were neither
labelled with their contents nor dated. If syringes with lidocaine drawn from previous
days were still in the drawer, they would be used. At the start of 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 required additional sedation
during an endoscopy procedure. CRNA 1 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 of 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 used a new needle and
syringe cach 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 1. 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.

CRNA s 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

StafT 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 of endoscopy, the
endoscope was passed to the medical technician, who was gowned, gloved and masked.
The distal portion of the endoscope was immediately placed in a container of cleaning
detergent, 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 of the procedure.

The endoscope was then taken into the adjacent Reprocessing Room (Figure 1).
First, a leak check was performed using a handheld manometer. 1f the endoscope passed
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the leak test, the technician then performed manual cleaning of the endoscope. All caps
were removed from the endoscope and placed in a detergent solution. Then, the
endoscope was submerged in a mixture of water and enzymatic cleaning solution. The air
and biopsy ports were brushed clean using disposable brushes, which were thrown out
after cach 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 aver 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% isopropy| 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 further dry the open ports, and then
took it into the adjoining Equipment Supply Room (Figure 1) where it was hung ina
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 rcom.

According to staff interviews, each moming, 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 solution was
replaced when the test strip indicated the solution did not meet the necessary standards.
Clinic stafT 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 of the daily logs for September 2007, indicated
there were no problems with cither automated reprocessor machine in the two days
before and after the case patients received their procedures. According to records, the
glutaraldehyde solution was changed on September 10, 17 and 25 in both machines. In
July 2007, the clinic had only one of the newer reprocessors and was also using an older
model machine for reprocessing. Logs from the older machine were not available, but
review of 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 state 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 that the recommended daily tests were performed.

There was no distinction or difference between reprocessing of the endoscopes
and colonoscopes. Biopsy equipment 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 wall in the reprocessing room and,
according to interviews with administrator, technicians were trained by an assigned
mentor, until it was felt that they understood and completed the steps correctly and
independently.

Clinic-Assaciated HCV Cases and Potential Sources Patients

Three additional cases of 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
time were negative for anti-HAV, IgM anti-HBc and anti-HCV. However, the patient
was positive for enzyme immunoassays (EIA) anti-HCV on testing 9 days later, with a
high signal-to-cut-off ratio (4.3). The patient denied any significant risk factors for HCV
within the past 6 months. The patient reported 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 [U/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 of 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 21, 2007, with details as follows. Intravenous lines for these five case-
patients were inserted by three different RNs. Anesthesia was provided by either CRNA
1 (cases 2 and 3) or CRNA 4 (cases 4, 5, and 6) (Table 1). All case-patients from
September 21 received multiple doses of propofol during their procedures. 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 of the five case-patients had a biopsy as :
part of their procedure. Case-patients 2, 4 and S also had procedures done on September z
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 of 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 1, 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 six clinic-associated case-patients were available for
molecular testing by PCR. All were genotype 1a as determined by analysis of the NS5b
region (Figure 3). Four of four persons who had procedures on September 21, 2007 had
HVRI regions that were identical or nearly identical (Figure 4). The sequence from the z
case-patient who had their procedure on July 25, 2007 differed from the September 21, E
2007 cluster of patients.

Testing for Other Bloodborne Pathogens

Specimens from five of six patients with incident HCV infection were sent to
CDC for HBV and HIV testing. Four of five showed no evidence of HBV infection by
antibedies to hepatitis B core antigen (anti-HBc) testing, and one showed evidence of
previous infection (total anti-HBc¢-positive, IgM anti-HBc-negative) but was not
chronically infected (hepatitis B sucface antigen negative). None were infected with HIV
based on anti-HIV testing.

Discussion

Our investigation identified six cases of acute hepatitis C in persons who
underwent procedures at Clinic A between 35-90 days before the onset of their illness.
None of the case-patients had significant risk factors 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
from case patients who had procedures on September 21, 2007 supports the
cpidemiologic findings and points to a common source of infection. The lack of genetic :
relatedness to the patient seen in July 2007 suggests a separate transmission incident.
Observation of 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 bloodbotne
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 of 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 cirthosis over a 20-30 year period [8).

In the United States, transmission of HCV 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 of HCV have involved patient-to-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 atiributed to
inadequate cleaning or disinfection of patient equipment [10, 11], but we consider this
mechanism less likely in the context of 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 biofilms
and high-level disinfection, which are considered most important for reducing potential
bloodbomne 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 with 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 [11], (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.

Actions 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 usc single-use vials for multiple patients; never recap
needles; and immediately dispose of sharps in appropriate containers. Improper
practices were promptly brought to the attention of staff (¢.g., syringe reuse by
CRNA 1 was immediately corrected after it was recognized).

2. Hand hygiene: We informed staff of the need to wash their hands or use hand
sanitizer 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 equipment: We instructed stafT that the use of a batch of
reprocessing detergent solution must be restricted to only one endoscope.

SNHD

1. Case finding and epidemiologic studies:

References

Clinic A staff’s 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 cquipment, a general notification
advising testing for patients who underwent procedures over the entire 4
year period was discussed and agreed upon.

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 of analytic epidemiologic studies to further
elucidate patteras 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.
CDC recommends and offers to perform HCV genotyping and RNA
sequencing on all specimens that test positive for 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 pattems of
transmission.

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 of infections that might be
identified as a result of the patient naotification and testing.

We recommended that reviews of infection control practices at other
affiliated endoscopy clinics should be considered and patient notification
decisions be made based on those findings.
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Figure 1: Layout of Clinic A
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Appendix K
BLC Repott: Endoscopy Center
of Southern Nevada
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STATE OF NEVADA
DEPARTMENT OF HEALTH AND HUMAN SERVICES

HEALTH DIVISION
BUREAU OF LICENSURE AND CERTIFICATION

February 4, 2008
Dipak Desa, MD, Administrator
ooy Genten of Souh

Navad:

700 Shadow Lane, Suits 1658
Las Vegas, NV 89106

IMPORTANT NOTICB — PLEASE READ CAREFULLY
Dear Dt. Desal:
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PO . 140

favestigation survey canducted st your fucility on Jamumcy 17, 2008.

Han of Correction

Pleaso indicate in the right hand colimn opposits each deficicacy how the comrective action will bo
sccomplished for those found 10 have been affocted by the deficient practice; bow the facility will identify
others baving ths poteatial o be effzcted by the deficient practice; what measures will be put into place or
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coective actions; the respoasible perty for accomplishing and/

sction; mmwmwm M@Md&uw&nhﬁnﬁa’,:&hamfwwﬁlﬂ
and retam the original to the Burean of Licensure and Cextification. Your Plan of Comrection (POC) must be
received by the Buresn no Iater than 10 days afler receipt of this letter. Failure to submit an acceptable POC in
a timely mammer may result in sanctions.

Informa) Pispute Resolutjon
In accordance with NAC 439.345.1(d) the Burexu provides these i jons for the informal

uqnsthhhmldkpnh
olther by TAG ammb lation/sect being disp ) forrmation (evidence) as to
Wumhmm&&m

A statement of disagrecment in the POC does not constitute an implied request fos informal dispute resohution.
Mwmmhwmmmhwunqmbdemm
the sxme ten duys you bave for subenining 8 POC. An incomplete infornml dispute resobtion process will not
delay the effective date of the implementation of suy senctions being imposed.

The facility may not dispute the following: l)hmwwummnwhhﬁcm
2) incoasistency in the citation of deficiencies b Acilities, 3) { y in the citation of deficiencies
ﬁmnmbmqﬂl)dﬁmmu“hnlmqmofmumewﬁt&ueaﬁnm
with § severity score of two and a scope score of three.

2 T
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Dr. Desai, E: py Center of Southem Nevad:

02/04/08

Page2

The outcome of the informal dispute resolution cannot be appesled. However, the licensee continues to have
all sppeal rights afforded by NRS 449.170 if sanctions are fmposed.

Anplication of Sapetigny

Nevada Administrative Code (NAC) 449.99851 indi ions gmiat be imposed for deficiencics that bave

cithey a combined Scverity and Scope score of six or more or that have a yevecity level of four. The bealth
division will send & separste notice when it intends to impose sanctions for these deficiencies. In accordsnce

with NAC 449.99863, the sanctions available for all ficilities inchide:

1. The fmposition of a plan of comrection as directed by the burenwy;
2. Ths issoance of & provisioasl licoase as provided by NRS 449.091;

3, The imposition of'a limitation oa the occupancy of a residential facility;

4. The impositioa of a ban on sdmissions;
5. Mouitocing of the facility by the buresu;
6, The ssvesament of monetary

pemlties;
71 mwmhmuwmbynmwwum and

8, The demial, suspeasioa or revocation of the lisense of

Sanctions, if imposad, will be spplied sccording to NRS 449.163 throogh 449.170 mad NAC 449.9982 through
449.99939. The imposition of sanctions Is based on the severity snd the scope of the deficiency as defined by

NAC 449.99861 and NAC 449.9926.

1f you bave questions conoemning the instructions contained in this letter, please contact me at (702) 486-6515,

ext, 246,
Sinceroly,
o

RN, BSN

Health Facility Surveyor II1

For Lisa M. Jones, REHS, MPA

Chief

LMI/DLHT

Exclosares: 14 Page(s) St of Deficiencies and Plan of G
4 Pages Plan of Coroction Memo
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FORM APPROVED
STATEMENT OF DEFICEENCIES PROVIDER/SUPPLIERICUA CONSTRUCTION DATE SURVEY
AND PLAN OF CORRECTION B ENTINGATION NARER. P MiLmme O e
ABaOnG __ c
Bwna
NVS472ASC ] 01/47/2008
NAME OF PROVIDER OR SUPPLIER STREEY ADDRESS, CITY, STATE, ZIP COOE ]
ENDOSCOPY CENTER OF SO NV LLC D N e 105
) SUMMARY STATEMENT OF DEFICIENCIES 0 PROVIDER'S PLAN OF CORRECTION o
PREFIX {EACH DEFICIENCY MUST BE PRECEDED BY .
126 REGULATORY OR LSC IDEHTFYING nm%) 'ﬁ'a“ m:m TOTE . mﬁ b
DEACIENCY)
A OO INITIAL COMMENTS - A0Q
This Statement of Deficiencias was generated ss
a result of a compiaint Investigation conducted In Tag ADQ
your facillty from 1/9/08 - 1/17/08. Fiemiogs Revigw mod Developnga of
The survey was conducted using Nevada Rumediating $laa:
Mmmshm c°d3 (NAC) 449, sb‘y"?::l Centers Reckuse th facility believes it is cssentisl 10
snam Boa of Hoalth on September 27, 1699, fulfy undcrstand the focts md grven the
fucility’s sicere desire to constructively
The ﬁnalngs and concluslons of any investigetion panicipate in remediotion in the best icrest
:’m m‘wﬁ be W 3s of paticnts and the public health. the facilisy
-cﬁonsoromarchlmuornﬂe”utmbo has cngaged in a nanvaal scarch and
avaliabla to any party under applicable federal, retained precmincntly qualitied
state, or local laws. cpidemiologists.
Forty - four (44) clinical records wera reviswed. To assist and expedite the process. the
. facility request that the Depwtment provide
The foliowing complaints were Investigated. it with the epidemiologic information that
Complaint #NV17053- unwh.hnmd has bocn developed.
Complaint #NV17004- substantiated (See Tag ‘The facility inteads to fully cooperaic in
AQ10, ABS2, A213) an wppropristc renwdidtion program.
The foSowing regulatory deficlencies wera Becsuse all patients who could putentially
identfied. be at risk can be identificd through te
faciliy's recurds. direet mail notification is
A 10 NAC 449.980 Administration A10 tikely 10 be mast effective and should be
The goveming body shall ensure that preferred rather than general public media
7. The center adopts, enforces and annually motilicaion.
reviews wiitten policies and procedures required : Senior Mudica! Stad
by NAC 449.971 10 440,698, In " Dr. Chif¥ord Camol. Sfmon ical m'
an organization chart. Thesa poficies and : Membar has becn designated to work with
procadures must Whe facility's epidentiolugy consultants and
(a) Bs approved annually by the goveming body. W avsist in developing the ranediation plan.
This Regulation js not met as evidenced by:
IT GRTCINGIes ATt CIBG, &1 Appraved plan of CoMecion Must be relimed WM?M
: —\ﬂ\--—s— enoste P
B LABORA DIRECTOR'S OR PROVIDER/SUPPLER A
[ead oGvort wvh-um 1ol 14
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Spotiights: Ambulatory Health Care / CDC Viral
Hepatitis printed from the Intamet

“Injection safsty
* Use a sterlle, single-use, disposable neadise and

STATEMENT OF DEFICENCIES PROVIOER/SUPPLER/CUA
ANND FLAN OF CORREGTION Ry Cr by ?“‘“‘m 00) DATE SumAEY
L.WHG c
-NVSAT2ASC 0117/2008
NAME OF PROVIOER OR SUPPLER STREET ADORESS, CITY, STATE, ZIFf COOE - ]
ENDOSCOPY CENTER OF SO NV LLC e ayE 1esm
o4 0 SUMMARY STATEMENT OF DEFICIENCIES ) PROVIDERS PLAN OF CORRECTION o5
PREFIX WUST 5 PRECEDED BY FULL PREFX (EACH CORRECTIVE ACTION SHOWD 86 coMPETS
" REGARATORY OR LaC \TION) TAD CROSS-REFERENCED TO THE APPROPRIATE DATE
OERCIENCY)
A 10| Continued From page 1 A 10 Teg A10 02/0772008
Basad on observation, and document
review, the faclity falled to ensure the centar 1. Propofol Use
and reviewed written policies and . .
for the 1. use of single doss of 3} The Gaality has implewncrded a
Propofol vials, 2. the first stap of the clesning policy. approved by the Goveming Body.
mbrmluppuel (gastrointastinal) outlining the sirict adherence to the
endoscopy and colonoscopy scopes, and 3. the administration of Propefol. The policy states
use of disposable biopsy instruments. that all Propofol vials are to be utilizod as
single Josc ondy. Ono vial per patient. The
Findings include: policy also states that needles and s)tinges
are 10 be utilized as single use only and ue
1. Propofol use 10 be discarded intact in an appe
- sharps container immedjatoly after use. Tha
Documant Review mmmmﬁmhnebm

informed and re-oducatod g the
neswly implementod policy and proper
protocels for single Jose vial medications
and needls and syringe utiliztion.
The facility no longer uses any multi-dose
medication vials. The 50ml 2% Lidocaine
and 0.9% Nonmal Saline vials have been
discontinued and removed froa the fncility.
The 0.9% Normal Saline now comes in 3 pre-
filled, sirigle use, 3cc Inbeled syrings. 2%
Lidocaine injecuble far use with Propofol
has boen stopped until further notice. If the

245 Lidocaine is re-implemented for use with
Pmpol'olnhhtc.he Sml single dose vids
will be utilized
b) All newly hired nurse anesthetists
and staff nurses will be ariented to the
Policy & Procedure Manual and expocted to
adhera to all policies and procedurcy of the
facilisy. Thia will includo the policy

md

appropriale sharps container after usa, proper usa of needles and syringes.
*Use single- dose medication vials, CRNA'S, MD's and RN's will be attending [, 10000
and ampules when possible. Do not a Universal Precautions & Blood Bome biehy
administer madications from single-dose vials o Pathogen Compliancy Closs on 2192008
T Gefclencles ara citad, an ’ﬁdmn&muwmwwauﬂnmdm
STATE FORM

oGV ¥ oontrwation sheel 2 of M4
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PRINTED: 12/01/2008
FORM APPROVED

\TEMENT OF DERICIENCIES PROVIDERSSUPPUER/CLIA DATE SURVEY
%mor on SUPPLER/CLI 0(2) MULTIPLE CONSTRUCTION 9"’” sl
CORRECTION TDENTIFCS A BULDING ————
8.wWaNG c
NVB4T2ASC —_— 1 011772008
NAME OF PROVIDER OR SUPPLER STREET ADDRESS, CITY, STATE, ZP CODE
ENDOSCOPY CENTER OF 30 NV LLC 7 AW LANE ST 1838
0y 0 SUMMARY STATEMENT OF DEFICIENGIES D PROVIDER'S PLAN OF CORRECTION 5
FREFX (EACH DEFICIENGY MUST BE PRECEDED 8Y FULL PrEFOU (EACH CORRECTIVE ACTION SHOULD B2 coMmETE
TAD REGULATORY OR LSC IDENTIFYING INFORMATION) TAD CROSS-REFERENCED TO THE APPROPRIATE oATE
A 10| Continued From page 2 Ao c;' .-\usompm;'ormimmum s
muwbpatbthweom\ohmvefmnbbr removed from the facility to prevent excess
Propofol remaining in the vial rollmvmga
‘Ifuwplo-douvhharuused restrictthemtoa patient’s proceduro. The nurse
centraiized medication area or for single patient have been re-educated that all 20ml Propofol
use. Never re-enter a vial with a needie or syringe vinls nre single patient use only amd mny
F used on ong patiant )f that vial will be used to Propofo] remaiming in the vial or syringe
i withdraw medication for another pafient. Store followmg the paticat’s procedure is to be
3 vials In acoordance with manufacturer's disposed of immediately. They have also
recommendations and discard if steviiity is boan re-oducated regarding necdles and.
compromisad. . 5yTinges being single usc onfy. The aure
*Do not use bags or batties of intravenous anesthetists have signed o written notice
5 solution as 8 common source of supply for acknowledging they have been informed of
i " muRipie patients. the revised practices expected of them. The
‘Uumpﬂcbdwquebavddeonhnmaﬂond entire mrsing staff has been informed that
storiie injection equipment and all aulti-dose medication vials kave boen
removed from the facility.
Interview d) Quasterly chart audits will include
; On 1/3/08 kn the afiemoan, the Charge Nurss ey i
the was utlized gs 8 m :"l:i.c\l«uph.wcmdlfacmqpohcymd
H vial to induce sedation during the endoscopic ) Dipak Desoi, M.D., Medical
procedure. The Propofol would be discarded at Director. CLifford Carrol. M D.. Senior
the end of the day. Medical Staff Member, Katie Maley: RN,
On 1/10/08 st 3:55PM, the Certiied Nurse Decckor o Nursing Ifliy Kger, B,
Anesthetist (CRNA) indicated any Propofol left in hesin records for -
the botlie after the procedure would be used for 1y MD&LMD Medical
the naxt patieat The CRNA would obizin 8 new Director, Clifferd Carrol, MD., Senior
syrings Medical Staff Meruber, Kalio Maley, RN,
Director of Nursing, Jeffrey Krueger, RN,
On 1/168/08 in the afternoon, one CRNA indicated . b
: that n the pas he Propol wee no used 23 & Narse Manages will bo respousible for
single use vi Propofol may be used for two Y o " bt
: patients. The CRNA stated a clean syringe and with the comective action.
needie would be used for each petient ) Date of comrection is 2/7708. .
The center falied 10 ansire manufacturers .
recommendations for singla dosa use for Please See Exhibit A-1, A2
Propofol were foiowed.

lau-uunaﬂ?—mmummumwrmunﬁwwmm
STATE FORM oGV ¥ condirsadion shasl 3 of 14

© e s

GJ DESA! 000377

F
H
e
H

0248



PRINTED: 0201/2008

solution
after asch use ... Manual cleaning: “Add 1 ounce
(1 mMiom)dmhm
galion of warm water (68 degrees Fahrenheit -

| 104 degrees Fahrenheit ) Soak instruments for s
minimum of 1 minute.”

mmnmsmmw

dooumented ~...D. Cleaning...2 8. Fresh detergent
solution should be used for sach endoscope ta
pravent cross-contamination...”

Employees Orientation and Tralning Policiés and
Pracedures

y in thelr posifion, for a
wbdwﬂnmm”muhh
and become famifiar with the duties reguired of
them.” :

Observation
gnmmmpbympmm:;mofm

level Disinfection was displayed on the wall over
the dirty sink area where the scopes were

The step by step instructions for the

W owdende

s oo clad, s
STATE FORM

There are now laminated forms direcdy
above the blue basins in the processing room
instructing the GI technician on the proper
dduhmstrwhonhemz)mdnw
B ging the after
cm.hicopaucknud.
b) The clinical competency checklist
that each new staff member receives in
otientation has been revised to includa
memaunlwmmm
ices. All new GI tochni
nllbeon«udandvumllymd
mehhcdny:phcmmd

ng thosa policies refated
tosuopedanmg
@) The Governing Body has approved
the revised facility policy rehtmglt-;mpw
scope cleaning procedures, Each G
ledrumnlﬂlefacﬂﬂyhunpedam
acknowledging they have reasd and been
informed of the proper protocol for ch
and replacing the enzymetic cleaning

duecdyabwe the blue basins in the
ng 1001 to conti 1y remind
staff roembers,

GJ DESAI

detergent. Laminated forms have been placed |

e

PN of correction must be rekamed within 10 Goys 3Ber
L

CGVoty

FORM APPROVED
TEMENT OF DEFICIENCIES PROVIOER/SUPPLIER/GUA y DATE SURVEY
mmwm xn oot :mummmm o]
awio c
NVS4T2ASC 011712008
NAME OF PROVICER OR SUPPLIER STREET ADORESS, CITY, STAYE, ZIF CODE -
ENDOSCOPY CENTER OF SO NV LLG VA W oo Team
0 SUMMARY STATEMENT OF DEFICIENCIES ] PROVIOER'S PLAN OF CORRECTION o)
PREFX DEFIGIENCY 9E PRECEDED 8Y FULL meru (EACH GORRECTIVE ACTION SHOULD BE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAQ CROSS-REFERENCED TO THE APPROPRIATE DATE
OERCIENCY)
A 10{ Continved From page 3 At0 Tag A0 02/07/2008
) 2. Empower-enzymatic detergent
2. EmPower-enzyrnatic detergent
The facility's staff, primarily the GI
Document Review ')... h‘;g:-"; Jy
trained on the proper peotoco] f the
The direction for usa of the EmPawer- duai nzymatic cloming detergent T;‘,'q“’,,";i
enzymaftic - printed on the boltle d that the sofution gets dhnged out
documented ® .,.Use fresh EmPower (enzymatic following each scope’s tse. The policy has
detargent) for mllllwm‘* also been revised to reflect this change.

000378
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A Ay

FORM APPROVED
\TEMENT OF DEFICIENCIES PROVIDER/SUPPUERICLIA CONSTRIC
R M DRSNSy [pammscomacnon o
awna [
NVS4T2A3C 0114772008
NAME OF PROVIOEA OR SUPPLIER GTREEY ADORESS, CITY, STATE, 2IP GODE
ENDGSCOPY CENTER OF SO NV LLC DA LA oy tea
e (mwozmnnm 2 mmm- coters
A3 REGULATORY OR LSC IDENTIFYING TioN) i CROSE-REFERENCED YO THE APPROPIIATE rvi]
A 10| Continved From page 4 A0 "'“°‘°°"‘;:‘:’°"°'i'":w 02/0772008
tochnicinn at ili ? emo
Geatrontestinal Technlcian kientfled the Tedeing they haoe rend o e
X i informed of the ¢ protecel for changing
Y and replacing the enzymatic cleaing
zu‘kT‘g dJetergent. Laminated forms have hoen placed
:"’“'H.w""w""m“ dindlvaboteunbluel?uhuinme.
5. Dry Al itama, flush and wipa with Alcohol Py room Lo y remind
6. Storage menbe .
d) The Jeffrey Krueger, RN, Nurse
Manager or charge murse will conduct
Corglotad, 1 (g s a3 quarterly covapetency testing on all st that
flushed the endcscops in the procedure room. axe respensible for the proper practice of
-The endasccpe was then taken 1o the cleaning the scopes. Katie Malev. RN,
reprocessing mom for thorough enzyrmatic Director of Nursing and‘or Jeffrey Krueger,
detergent cleaning and disinfection, The RN‘N\mkhagamllm.new:nym
'was checked for any leaks and then prosk ad or o
placed in @ tub of EmPower vmwmwwf«wm B
The endoscope clsaned by a :
double hesded brush and then attached to & ) Mkﬁ'nykrnunNNuu :
scope buddy for additional hhnpg«mumulyohmtt:d :
wes then rinsed in water and placed monitor for compliance with the proper
in the automated machine. The Gl practice of cleaning the scopes. Tracking :
tachaician cleanad two endoscopes after use on from accounts paysble will reveal an incrense :
other patients before discarding the enzymatic in the quantity of enzymatic cleaning
delergent solution and water rinse. detergent being ordered and utilized. :
. 0 The Jeffrey Krueger, RN, Nurse
Interview Mansger will be respoasible for the
compliance.
On 1/10/08 &t 3:35PM, the GI technician 0 Date of cotrection is 2/7/08.
indicated two endoscopes would be dleaned
before the enzymatic detergent sakution and
water rinsa was changed. Please See Exhibit B-1, B-2, B-3. B-4 B.5
On1hW08!l3:35PM.lheChamNmu
confimed the erzymatic detargent solution and
waler rinse was changed aftsr two scopes were
cleaned.
Dn 1/16/08 at 8:00AM, the Direcior of Nureing
ndicated the enzymatic deterg lution was
{Salciancles ors cRed, on Plant of comecion most be wnmaoap et of i semect of deBdancies,
STATE FORM coVost cormiruson shest §0f 14
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to water. The indicator kne on the basin was
maasuned for 2 172 to 3 galiona. The amount of
was three pumps.
Thera was no documented evidence to ensure all
employess had knowledge the manufacturer's
recommendations for the mixture of EmPower,
3. Disposable instruments
Thepoﬁcsmptmd:umn’g:ﬂmol?
reflact the faciiity’s current practice use
disposable aquipment.
Interview

On 1/16/08, the administrative staif indicatad the

The administrator falled 1o ensure the policies
and procedures wers evaluated and revised to
reflect the current practice at the canter.
Complaint éNV17004

Sevorily: 4 Scope: 3

Please Sce Exhibit C.). C-2
e cind, an [T} ays sher Tcell of G ciatacnent of deickncies.

reflect the facility’s practice of utilizing only
single use. Jdispossble diopay forceps and
snages.

b) No others should be affected by
this deficient practice. The policy his been
revised All new sta(f rocmbers have been

and will continue to be properly trained that
ali blopsy fosceps ond snares are single use

c) The Katie Matey, RN, Director of
Nmmgl‘mrmewedlhemhre Policy &
manual and updated and revised
dlwypolm‘u’bnﬂe:m\efanhty:
cummpndm mﬁmw&ﬂyhcu
pproved all All policies will be
periodically reviewed, not bess than at least
anwe a yeur fur updates and revisions.
L)) The Policy & Procedure Manua|
will be periodically reviewed. not less thon
at least onice yearly for updates and
Tevisions.
) The Katie Maley. RN, Director of
Nursing will be responsible for maintsining
current policies sand procodures that reflect
current practices of the facility.
1} Dato of completion ix 2:7:08.

FORM APPROVED
STATEMENT OF DEFICIENCES PROVIDERSUPPLIER/CLIA DATE SURVEY
AND PLAN OF CORRECTION et zwmmzoousm s
8. WNG C
NVS4T2ASC 0111772008
MAME OF PROVIDER OR SUPPUER STREET ADORESS, CITY, STATE, 23 COOE
ENDOSCOPY CENTER OF 50 NV LLG LA VoA W e oTE 1658
D) O SUMMARY GTATEMENT OF ) PROVIOER'S PLAN OF CORRECTION =y
oL OEPCRNGY S PRECEDED 8Y FULL PREFOC [EACH CORRECTIVE ACTION SHOWLD 8E
TAD REGULATORY OR LSC IDENTIFYING TAQ CROSS-REFERENCED TO THE APPROPRIATE DATR
DERGIENCY)
A 10} Continued From page 5 A0
changed afler two endoscopes wars cleanad
On 1/18108, the Gl tachnician was asked to
describa the measured amount of EmPower with
mwdw The Gl technician stated:
K pumps not sure the capacity of the
basin. | do not have an answer to that " TagA10 02/07/2008
3. Disposable instruments
On 1118108, the Dirsclor of Nursing indicated: the *
siaft had been instructad an the ratid of EmPower 2 The policy has been updated to

GJ DESAI

€ confinustion sheet §0f 14

000380




PRINTED: 02/01/2008
FORM APFROVED

5. The administrator shall:
(b)NvmuDydmlop.mkule.revbaanduny

the policies and procedures for the center.
_Findings Include:

1. Propofol use

Document Review

Retrieved from the webske: www.sstrazenecs-

TInPropofcl(Dlpﬂvm)medlnadonNomﬂm
emuision isa

llndo-uapaﬂnhnl product which containg

0.003% Diwodium Edetats to retard the rate of

growth of microorganisms In the event of

accidental extringic contamination. However,

Spotiights: Ambulatory Health Care /CDC Viral
Hepatitis printad from the Intemat

“Injection safety
* Uso a starle, single-use, disposabla needie and
syﬂnphrud:h;adhn.mdlswdhhahm

STATEMENT OF DEFICIENCRES PROVIDERZSUPPLIER/CUA
S om_ SUPPLIERCLI :muurn.e CONSTRUCTION OL%) DATE SURVEY
B.we c
NVS472ASC 01/17/2008
NAME OF PROVIDER OR SUPPLIER STREET ADORESS, CITY, STATE, 2P COOE
ENDOSCOPY CENTER OF S0 KV LLC T T LML STe 1858
0 SUMMARY STATEMENT OF DEFICIENCES 0 PROVIDER'S PLAN OF CORRECTION o3
PREFDL UUST BG PRECEDED BY FULL PREFX (EACH CORRECTVE ACTION SHOULD coumers
YAQ REGULATORY OR LOC IDENTIFYING TION ™ CADSS REPERENGED 10 TME APPROPIIATE OaTE
A 52| Continued From page 6 AB2 Tog A52 lez/0112
A 52 NAC 449.981 Appointment/Responsibiities of AB2 [
Administrator
@) The facility has implemented a

palicy, approved by the Govemning Body.
outlining the strict adherence to the
administration of Propofol. The policy stales
that all Prepofol vials mre to be utilized as
mngle Jose only. One vial per patient. The
policy also states thal noedles and syringes
mmbemhadasamlemoonlymdm
0 be discarded intact in an
;Iupswruummwdnmlyaﬂause.m
muumﬂmsumdshﬂ'mlsshvebm
formed md re-educated g the
mwlymvpkmenledpolmmdp:oper
protocols for single dose vial medications
and needle and syringe wilization.

‘The facility no longez uses any multi-dose
medication vials. The 50ml 2% Lidocaine
and 0.9%% Noemal Saline viils have boen
discontinued and removed from the facility.
The 0.9% Normal Saline now. comes in @ pre-
filled, single use, 3cc labeled syringe. 2%
Lidocaine injectable for use with Propofol
has becn stopped untl further notice. Wthe
2% Lidecaine is re-implemented for use with
Propofol at a later date. Sml single dose vials
will be utilized

b) All newly hired riurse anesthietists
and staff mirses will be oriented to the
Policy & Procedure Manual and expected to
adhere to all policies and provedures of the
bqhtyﬁuw-ﬂml\ﬂednpohq

garding Propofol ad and
proper use of noadles and syringes.
CRNA's, MD's and RN's will be attending:
a Universal Prections & Blood Bome
Pathogen Compliancy Class cn 2:19:2008

Pprop: shiarps after usa.
¢ 3¢ Gied, an approved Pl of Coection MUSL be |
STAYE FORM

mmmmam
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FORM APPROVED
TEMENT OF DEFICIENCIES
mmw 3} navnewrstam :mmmzmmmu MU‘::'E'W“H
. wwa c
NVS472ASC 0117/2008
NAME OF PROVIDER OR BUPPLIER STREET ADDRESS, CITY, STATE. Zif CODE
ENDOSCOPY CENTER OF 80 NV LLC e Soioa_ 1058
o0 10 SUMMARY STATEMENT OF DERGIENCES ") PROVIDER'S PLAN OF o
PREFIX (EACH DEPICIENGY MUSY BE PRECEDED BY FULL PREFDC {EACH CORRECTIVE ACTION SHOLRD 8E
TAG REGULATORY OR LIC I0ENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
OEFICIENCY)
Tag AS2 (Contination of Propafol)
A 12| Continued From page 7 AS2 1o Al SOl Propofol visls havo been | 2072008
*Use single- dose medication vials, removed from the facility 1o prevent excess
syringes, and ampules when possible. Do not Pmpofolnmmmgmtlumlfollomng:
adm_huormedlaﬂomﬁpmshqbdouvnhb patient’s procedure. The nurse
multiple patients or combine leftover contents for have been re-edurcatad that al} X0ml Propofol
later use. vials are single patient use only and any
*if muffiple- dosa vials are used, restrict them to a8 Propofol remaining in the vial or syringe
centralkzed medication area or for single patient following the patient’s procedure is to be
use. Never re-entor a vial with a needie or syringe dJisposed of immediately. They have also
uudmmopaﬂomﬂthatvuwlbomdh been re-eucated regarding nosdles and
withdraw medication for another patient. Store syringes bemg single use only. The nusse
vials in accordance with manufscturer's anesthetists have signed a written siotice
recommendations and discard If stediity Ia acknowledging they have been informed of ,
-oompromisad. y the revised practices expected of them. The
*Da not use bags or bottles of intravenous entire nursing staff has been informed that
sokition as 8 common source of supply for all multi-dose medication vials have been
multiple patients. removed from the Facility.
'Uuuopﬂubehnlquehavddmﬂonof &0 Quartesly chart audits will include 0271508
stacle injection equip onesthesia records that will rellect the
i CRNA's complinnce with facility pelicy and
<) Dipek Desai, M.D., Medical
Dy moni e e B TN || B G .S
Modical Staff Member, Katie Maley. RN,
vial 10 induca sedation during tha endoscopic y N
Directos of Ni Jefix RN,
procedure. The Propofol would ba discarded at ucsing. Jeflrey Krueger.
the end of the day. Nurse Manager, will conduct chart audits on
* ancsthesia records for compliance.
On 1/10/08 at 3:55PM, the Certified Nurse 0 DipakDesai, MD.. Medical
Anesthetist (CRNA) indicatad any Propofol left in Directot, Clifford Carrol, M.D., Senior
the boitle after the procedure would be used for M_edIQIStaﬂ'M_unbet.Mehkle}‘.RN.
the next patient. Tha CRNA would obtain a new Dircctor of Nursing, Jeffrey Krueger, RN,
syringe 10 withdraw the medication. N\ml'lﬂgum\\?’nbewblof?r
On 1/16/08 in the aftamcon, ane CRNA Indicated with the comecure action. )
that in the past the Propofol was not used aa a 8 Date of correction is /7,08,
single usa vial. The Propofol may be used for two
The CRNA stated a clean syringe and
needls would be used for each patient. Please See Exhuibit A-1, A-2
The center failed to ensure manufacturar's
Saldences are el a7 mummm.m-ﬁm Simment of delclanciea,
STATE FORM [0 1] ¥ confinuelion shest 8 of 14
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NVS4T2ASC 011712008
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ENDOSCOPY CENTER OF SO NV LLC D v saoe 1o
o4 D SUMMARY STATEMENT OF DEFICIENCIES 0 PROVIDIETS PLAN OF CORRECTION o)
PREFC (EACH DEFICIENCY MUST B€ PRECEDED BY FULL PREFIC (EACH CORREGTIVE ACTION SHOULD 8E COMPLETE
A9 REGULATORY OR LSC IDENTIFYING SNFORMATION) TAG CROSE-REFERENCED TO THE APPROPRIATE oare
DEFCIENCY) .
AS2{ Continued From page 8 AS2 Teg AS2(2) 020772008
recommendations for singie dose use for 2
Propofol were foliowed. 8)  The faculity's ataff, primarily the GI
P < technicians have been re-educated and
z -dual enzymatic detergent trained on the proper protocol for using the
2. Ot " mmucclmmgdn:rprl.They were

On 140/08, step by step Instruction for use of the
Fufinon G-5 Endoscopes Cleaning and High-
lavel Disinfection was dispioyed on the wall over
the dirty sink area where the scopes wera

| The step by step Inatructions for the
testinal Technician

identified tha

{ that the sof gets changed out
following each scope’s use. ‘l‘hepohqhu
also been revised to reflect this change.
There are now laminsted forms directly
above the blue basins in the processing foom
instructing the GI technician o the proper
dllll;onsﬂ'quthotﬂwenzymncdmmg

and chariging the ion after
uchscopeuchmd
b) The clinical competency checklist
that each new staff member reccives in
orientation has been revised to include
spcaﬁcmtnlﬂ.wnsrdﬂedlopmpuswpe

clices. Alf new G lechnici
mllbomq-uedmdmlullyuuned
lecotdwgtod\eﬁel.hly:pobciuaml
ng those policies related

msmped

<) MOw-mngB«iylmwmed

the revised facility policy relating to peoper

scope cleaning procedures. Fach GI

technician at the focility has signed a meio
they have read and been

acknowledging
mfmmedofd:ep«wpmocoﬂwclum
and the

eplacang

Lununled[mmhwbcmplmed
directly above the blue basins inthe
i ly reroind

P ing room to
=taff members,
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fuﬁ%‘&um 1y R ssues i PX2) MULTIPLE CONSTRUCTION (K7) QATE SURVEY
A SR Dma c
NVS4T2ASC 8o 0111712008
NAME OF PROVIDER OR GUPPLIER STREET ADDRESS, CITY, STATE, 2P CODE
ENDOSCOPY CENTER OF SO NV LLG D A a 1058
x40 SUMMARY STATEMENT OF DEFICIENCIES 0 PROMIDENS PLAN OF CORRECTION )
PREFX {EACH DEFICIENGY MUST BE PRECEDED Y FULL PREFIX (EACH CORRECTIVE ACTION BHOULD B€
T3 REGULATORY OR L3G IDENTIFYING IFORMATION) ™™ CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
A 52| Continued From page 9 A 52 Tag AS52 (2){Continuation) 02/07/2008
ntarview & The Jeffrcy Krucger, RN. Nurse
! Manager o charge nurse will conduct
On 1110/08 at 3:35PM, the Gl techniclan qunrterly competency testing on all stal that
indicated two endoscopes would be clsaned are responsible for the proper practice of
before the enzymatic detergent solution and cleaning the scopes. Katie Maley. RN,
water rinss was changed. Director of Nursing and‘or Jeffrey Krueger,
RN, Nwsehbmwnllrmcnmm
On 1/10/08 at 3:35PM, the Charge Nurse Jucts nd o equi duced to
confimed the srzymatic detergent solution and l‘acu.hlymwbmgunhz:dl'amv
water rinse was changed after two scopes were procedural changes or implementations
deaned. e) Thokﬁcyl\mepr R.NNuru
will
- On 1/18/08 ot 8:00AM, the Director of Nursing mwfammmhw
Indicated the enzymatic detsrgent solution was practica of cleaning the scopes. Tracking
changed aftsr two sndoscopes were cleaned. from sccounts payable will reveal an increaso
inthe ity of i cleani
On 1/18/08, the Gl technician was askéd 1o Crene b ol o i
describe the measursd amount of EmPower with f) The Jeffrey Krueger, RN, Nurse
what amount of water. The Gl technicien atated: Mamnager will be responsible for the
"Add 2-3 pumps not sure the capacily of the vompliance.
basin. | do not have an anawer fo that." ") Date of correction is 2/7/08.
m"‘“&:‘mmd the ofEmP;::r
staf? had on the ratio b 5
10 water. The indicator fine on the basin was Please See Exhibit B-1, B-2, B-3. B4 B-3
measured for 2 172 to 3 gaions. The amount of
EmPower wes thrae pumps.
There was no documented evidence to ensure all
empioyess had knowledge the manufacturer's
recommendations for the mixture of EmPower.
Document Review
The diraction for use of the EmPower- dual
enzymatc detergent printad on the bottle
documented “...Use fresh EmPower (enzymatic
detergent) for each endoscope or est of
instruments, Discard diited EmPower sokstion
sfter oach uss ... Manual cleaning: "Add 1 cunce
N deficlencies sre Clad, n spproved pimn of Comection Must De Fekamad wi Wis stawment
STATE FORM hond cavott ¥ confirgution shest 10 of 14
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nwmmpbyusmtwndbm

pedoddmofndleullmomwukbnh
and become famillar with the duties raquired of
them.*

There wae no documented evidencs to snsure sl
employees had knowledge the manufachirer’s
recommendations for the mbdure of EmPower.
3. Disposable Biopsy instruments

The policles and procadures were not updated to
reflact tho facility's current practics for the use of
disposable biopsy b

Interview

On 1/16/08, the Director of Nursing Indicated the
facilty used disposable biopsy instruments. The

poiicles and procedures had not been updatad to
reflect the current practice.

The administrator falled to ensure the policies
and pracedures were evalusted and revised to

STAYE FORM

ﬁdmﬁmhmwm

FORM APPROVED
STATEMENT OF DEFICENGES PROMDER/SUPPUIER/CUA 03) DATE SURVEY
D PLAN OF CORRECTION [3] S (X7) MULTIPLE CONSTRUCTION »
" C
NVS472A8C & 01H 712008
NAME OF PROVIOER OR SUPPLER STAEET AODRESS, CITY, STATE, ZIF COOE .
ENDOSCOPY CENTER OF S5O NV LLC mﬁ&""’&”&ﬂ‘ e
200 | maoerckay s s pRECEOD BY P o EACH SORRECTIE ACTON SroD e | coaere
"}fqu RECULATORY OR 126 CENTE YR INFORMATION e CROSS-REFERENCED T0 THE APPROPRIATE OATS
DEFICIENCY)
A 52) Confinued From page 10 AS52

{1 pumpyhldﬂmms)admbom

galion of warm water (68 degraes Fehvenhelt -

104 degrees Falvenheit) Soek instruments for a

minimum of 1 minute.”

TheFu]honSoope tralning information Tag AS2 (3) 02/0772008

documented °...D. Cleaning...2a. Fresh detergent )

lduﬁonshowbaundbrndimdompcb -

prevent cross-contamination...”

2 The policy has been updated to
arwyeaommwrrm Policies and veflect the facility's practice of utilizing only
g sungle uso, Jisposable biopsy forceps and
aaes.

b) No cthers should be affected by
thia deficient practice. The policy hos boen
revised All new staff members have been
amd will continue to be properly trained that
all biopsy forceps and snares aro single uso
only.

5] The Katie Maley, RN, Director of
Ni.lsihglmuvwwdlhem!’ohcy&
Procedure manual and updated and revised
dlnmypohﬁcswuﬂoaﬂnﬁcnhgs
curent practices: The Goveming Body has
approved all revisicns. All policies will be.
periodicully reviewed, ot less than at fenst:
once a year forupdates and revisions.

)] The Policy & Procedure Manual
will be periodically reviewed, not less than
2 Jeast once yearly for updates and
revisions.

D] The Kane Malcy. RN, Director of
Nursing wili be responsible for maintaining
curent policies sand procedures that reflect
current practices of tha facility.

0 Data of completion is 2/7.08.

Please See Exhibit C-1. C-2

cGvot1 W ocmiinumtion shest 11of 14
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PRINTED: 020372008
FORM APPROVED

OF CORRECTION ToN

NVS4T2ASC

STATEMENT OF DEFICIENCIES 1) PROVIDER/SUPPUER/CLIA
Fal &1 02 MATIPLE CONSTRUCTION

A BULDING
AWNNG

PO) DATE SURVEY
COMPLETED

NAME OF PROVIOER OR SUPPLIER
ENDOSCOPY CENTER OF 8O NVLLC

STREET ADORESS, CITY, STATE, 2 CODE

700 SHADOW LANE STE 1658
LAS VEGAS, NV 88108

[
01/17/2008
-

o o SUMMARY STATEMENT OF

DEFICIENCIES © PROVIDER'S PLAN OF CORRECTION o
PREFI (EACK DEFCENCY MUST 86 PRECEDED BY FULL PREFIC (EACH OORRECTIVE coMPLETE
1"a REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE

AS2

Continuad From page 11

AS2

rafioct the current practice at the center.

Complaint #NV17004

Severity: 4  Soope:3

A213 NAC 449.9945 Administration/Record of A213
Anesthesia

anesthetist)

Chapter 832 of NRS and the reguiations
pursuant theretp cetified roglstered nurse
anesthetist.

Findings include;

Nevada State Board of Nureing- Nevada Practice
Act- Revised May 2004

NAC 832.510 Parformancs of duties in

thery conform to NAC 832.500 to 632.550,

inclusive. . .
Toeiciancies are clied, an SppCOved Plan of COMECUon IS D8 retamed Wit 10 days atier receipl of Tl siement ol GeRIences.

1
STATE FORM b cGvott Wconftuslion sheet 12 of 14
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FORM APPROVED
STATEMENT OF OEFICENCES PROVIOEIVSUPFUEI/CUA ¢
T30 PLAN OF CORRtaTon 1) ook ?umsmmm 0C) DATE SURVEY
- 8.wwa c
NVS4T2ASC . 01117/2008
NAME OF PROVIDER OR SUPPLER STREET ADDRESR, CITY, STATE. 2P CODE
ENDOSCOPY CENTER OF SONY LLG RS T Y aege oD
? wurm"&wuwmwm = ﬁmmu o
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) e CHOSBREFERENCED TOTHE APPROPRIATE | BATE
DERCIENCY)
A213{ Continued From page 12 A213 Tag A213 ) loao7r2008
L
1. Propotol use 8 Thefacility hos implemented a
Document Review policy. nmvvedbymeGo\‘mBG’}
outlining the strict sdherence to the
Retieved ite: . administration of Propofol. The policy states
Ca Corn iy Ee: Wi aeirazenaca tht all Propefot vials are to be utlized a5
single doso only. One vial per patient. The
The Progofol (Diprivan) medication information policy also states that needles and syringes
documented * ...Diprivan injectable emulsion is & are to be utilized 2 single use only and are
which' to be discarded intact in an sppropriate
-:Mdmhww\hm.b — :l:.b;us(nndshﬂ' iﬂﬂ:;'g\;
In the event of mrse nurses
Diprivan Injectable emuision can stll support the Mbmq:;mdwh md'd”
can still support icy and peoper
growth of microorgsnisms as Rt is not an profocols for single dose vial medications
rved product under USP nnd needlo and syTingo utilization,
standards.” The center lacked policies and The facility no longey use3 any muiti-dose
procadures for Propofol administration. medication vials. Tho 50ml 243 Lidocaina
and 0.9% Normal Saline vials have boen
Spotfights: Health Care/ COC Viral discontinued and remagied from the facility.
Hepatitis printed from the Internet The 0.9% Nonnsl Salirie now comes in a pre-
filled, single uss, 3¢c tabeled syringe. 2%
“Injection safety Liducaine injoctable for use with Propofol
* Use a storlle, singie-uee, disposabia neadle and has been stopped until Rusther notice. I the:
wyringe for sach Injection and discard intact in an 2% Lidocaine ia re-inplemented for use with
appropriats sharps contsiner afler use. Propofol nt a Inter date. Smi singls dase vials
e o i D~ Alaetybost st
pmnhorcombhcleﬂovu'eotmfw ;';‘b;a::“"ﬂ.bf““.’ﬁ”h i
."mw‘ dose vial used, restict 0 adhere W all policies snd procedures of the
cantukbed medcalion area o for gl patent facility. This will include the policy
meun-mbruvHMm-mmwuyﬁmo garding Propafol and
used on one padent ¥ that vl wil b used (o peoper usa of noedles and syringes.
mmmmmmmn ‘U""“’“”"’“,“‘m‘*ah"dm ¥1972008
recommendations and discard I sterlity is Pathogen Compliancy Class on 2/19/2008 -
compiomised. l
T dehdences wre Glad, 40 approved ma@mnmﬁ%WLwamum
STATE FORM cGw11 ¥ canfiumton shest 13 of 14
I:‘.'.
e
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*“Do not use bags or botties of intravenous
soﬁmonulmnmmdwpp!ybr
multiple patients.

“Use aseplic technique to avoid contamination of
staris injection equipment and medications.”

Interview

On 1/9/08 In the aftemoon, the Cherge Nurse
indicated the Propofol was utiizad as a multidoss

On 1/10/08 at 3.55PM, the Cetified Nurse
W(mhdmemommh
the bottia after tha procedure would be used for
the next patient. The CRNA would cbtain & new
syringa o withdraw the medication,

On 1/1608 In the aftamoon, one CRNA indicated
Mhﬂupﬂhl’molnlmmtusedul

mmcammadmmm
needemddbousadbruchm

Theemmhledbenmmmubwuef‘s
recommandations for single dose use for
Propofol were followed.

Complaint #NV17004

Sevarity: 4  Scope:d

STATE FORM

m-anmmmdmmuwﬂérb_%aT-u

STATEMENT OF DEFICIENCIES PROVIDERSUPPLIERCLIA DATE SURVEY
eyt : (3} Burt 0<2) MULTIPLE CONSTRUCTION Wlm
A BURDING
WG
NVS4T2ASC 011712008
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, 23 COOE
ENDOSCOPY CENTER OF 80 NV LLC L DN LANE STE a5
7Y SUMMARY STATEMENT OF . (-] PROVIDER'S PLAN OF OORRECTION [y
PREFIX (EACH MRIST BE PRECEDED BY PLLL PREFIX {EACH CORRECTIVE ACTION SHOULD 88 COMPLETR
TAG REGULATORY OR L5C IDENTIFYING INFORMATION) " CROSS-AEFERENCED TO THE APPROPRIATE DATE
| OERCIENGY)
A213| Conlinued From page 13 A213 Tag A213 (Continuation of Propofol 020772008

[} All 50m! Prepofol vials have been

+| remored from the facility to prevent excess

Propofol ing in the vial following a
patiem’s procedure. The nurse anesthetist
have been te-educated that all 20ml Propofol
vials are single patient use only and any
Propofcl remaining in the vial or synnge
following the patients proceduve is to be
disposed of immediately. They have also
been re-oducated rogarding needles and
e . e i e

the revised practices expected of them. The
entire musing stafl has beon mformed that
dlmltbdnumdmtwmwshnbcm

removed from the facility.
4 Quasterly chart audits will include
anesthesia records thet will reflect the
CRNA's compliance with facility policy and
procedures. .
e} Dipak Desoi, M.D.. Medical
Director. Clifford Carrol, M.D., Senior
Medicol Staff Member, Katie Maley, RN,
Director of Nursing, Jef{frey Krueger, RN,
Nur,seMamgr will conduct chart audits on
thesia records for compli
D Dipsk Desai, M D, Medical
Director, Clifford Carrol, M.D,, Seniar
Medicnl Staff Member, Katic Malcy. RN,
Director of Nursing,. Jeffrey Krueger, RN,

. Nurse Manager will be responsible for
Tt and oot o

uilku;ecm;ﬁvelcﬁm o
] Date of comrection is /7,08,

Pleass See Exhibit A-1, A-2
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Exhibit A-1

Endoscopy Center of Southern Nevada, LLC
700 Shadow Lane. Ste. 1858
Las Vegas. Novada 89106

Propofol Administration Policy

This policy is to ensure the propar administration of the sedative agent used at
the Endoscopy Center of Scuthern Nevada, LLC.

Each patient undergoing an Endoscopic procedure is sedated with Propofol
administered by a Cerlified Registered Nurse Anesthetist. Alternalive sedation
medications. such as Versed and Demerol. may be used when deemed
appropriate by the CRNA.

Propofal is 10 be utilized as a single use vial. An appropriate first dose, as
determined by tha CRNA. is drawn from an unopened, néw 200mg single use
Propofot bottle. When a syringe of Propofol has been utilized. the syringe and
attached needle is immediately discarded into an appropriate sharps container.
The needla 5 not recapped prior {0 ils disposal. If more Propofol is required to
sedale the patient, the second dose is drawn from the same bottfe using a new
syringe and needle. Prior to entering the Propofol bottle, alcohol will be itiized
to approprialely clean the rubber cap. If any Propofol remains after the |
procedure is completed, it is immediately discarded. 1t more than 200mg of
Propofol is raquired, a new, unopened 200mg vial is opened and entered with a
new syringe and needie. Any unused Propafol in this second vial will be
immediately discarded once the procedure is completed.

To ensure strict adhaerence ta this poticy, the CRNA will chart on the anesthesna
record the following information: '

Uncapped negdie discarded :
New Propofol vial utilized 1
Unused Propofol discarded
Rubber cap cleaned with alcohol if reentered i

PROPOFOL ADMINISTRATION POLICY

GJ DESAI 000389
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Extibit A-2

GASTROENTEROLOGY CENTER OF NEVADA

MEMO

Date: 0173172008

To: All CRNA Staff
From: Dipak Desai, M.D. Clifford Carrof, M.D. Tonya Rushing, C.0.0.

CC: File

IMPORTANCE: HIGI1

This memo i3 1o rc-iterate the established policy and regarding the administesing of
Propofol, 2% Lidocainc and the use of syringes and ncedles.

The Propofol vials erc clearly labeled, single dose only and it is required that the
- medication is wilized as single use. All remaining Propofol feft in the vial at the cod of
cach procedure, i is to be immcdiately and properly disposed of. -

2%. Lidocaine is not 10 be uscd any longer in cur facilities uatil fimbér notice. Qur
organization is currently conducting an intemal quality management study 1o Hetemine
the cffects of Propofol use without Lidocaine. This study will be conducted l‘u’ong}p’m
the manth of February and the results will determine the outcome of fitvire use of 2%
Lidocai

Plcase sign and date below where indicated ta confirm receipt of this memo. A copy will
be placed in your employee file. Thank you for your full co-operation.

If you have any questions, please contact Dr. Carrol af the Shadow Lane office:or Toaya
Rushing at 382-8101 cxt. 1105.

PRINT NAME

SIGNATURE DATE

GJ DESAI 000390
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Exhibit 8-1

Endoscopy Center of Southern Nevada, LLC

700 Shadow Lane, Ste. 1658
Las Vegas, Nevada 89106

CLEANING AND DISINFECTION OF FIBEROPTIC SCOPES POLICY .

This poticy Is to assure proper cleaning and disinfecting of fiberoptic  and
accessory equipment by appropriately trained personnel, n arder to protect patients
against ¢ross contamination, prevent damage to scopes, and keep equlpmént in
good working order.

A. The process in cleaning and disinfecting the scopes includes the bn!lming:

1. Immediately afier the endoscopy procedure is finished, leave the scope
attached o tha flight source, water bottie and suction.

2 Depress watec/alr buttan and fiush the waler/air channel, then blgck water
inlet opening and clear alt water from internal channel.

3. Tum on the suction, insert distal tip of the scops Into a container Blwater
- and flush out the suction channel while all secretions are still in llquld
form.

4. Wipe down barrel of the scope with moist 4x4. Scopelsnowhnspoﬂed
Into the decontamination cleaning room into an awaiting tub of e
cleaning solution with a dilutioi of ona (1) Gunce enzymatic ng
solution to (1) gallon of water to achieve a total of two (2) gallons ot
cleaning sofution within the basin. '

5. The outside of the scope is thoroughly washed in the enzymatic tleaning
solution with a sponge.

6. The scope channels are flushed with tha erizymatic cieaning solufion and
the proper brush is used to clean the suction channels.

7. The suction channel i3 flushed again ta rémove any paricles lcoséned by
the brush. H

8. The scope and channels are washed and flushed again in waler :
9. Once the manual cieaning of each scope Is completed, the enzymalic

cleaning solution is disposed of and a basin of newly prepared enzymiatic
cieaning sofution awakts the next scops..

Cleaning and Disinfection of Video Scopes 1

Trars o e

I 2 SR e <A i VT L e e e sl e R e AT e LR

i

i
n T
- 0
o B

KU NI A1

oo,

RPN

RRPISTAN
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10. The scope is now pul into the heated, disinfectant cleaning machine for a
period of 28 minutes lo achieve high level disinfecting.

11.The. aldehyde based high level disinfectant solution is tested: daily for
solution effeciiveness and quality control. As soon as the solution fails the
testing, the machine is lemporarily taken out of service 50 the the
aldehyde based disinfectant solution can be dumped and replaced with
fresh solution, The fresh solution is tesled prior to the machine being put
back into service. A log of tha dally testing and solution changing for each
machine is kep! in tha processing room. i

12. After soaking the scope, it is rinsed in clear water insids and od. Alcohol
is then flushed through the channel so that afl moisture will évaporate
after the scope is hung up to air dry.

13. A removable parts and accessories should ba cleaned and processed
the same as the scopes. i

B.  Random cultures will be taken of diagnostic and procedural equipment on a
quarterdy basis o ensure proper disinfecting techniques and documet that
portion of the infection cantrol poficy.

Cleaning and Disinfection of Video Scopes’ 2 Revisod 208

GJ DESAI 000392
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INTER-OFFICE MEMORANDUM

DATE: JANUARY 16, 2008
TO: ALL FENDO STAFF
FROM: ENDO ADMINISTRATION

|
RE: IN2ZYMATIC DETERGENT CC:  TILE '-

Effective immediatcly the enzymatic cleaning solution is to be changed out afice zach
individua) scope cleaning. If you have any questions or concems ot need (uxther
clarification, please contact either Katie or JofY.

Thank you. E:?’g "“’d"a-\ v\ be 'QKP'CL(MJ L p
. = Vd&.qs Slafr m

. 25
i Al ﬁhLF‘M$ﬁ_PlM$LSG" b aﬂ»@wkﬂgz
Wnis yremo . Tiaawt o |
|
|
3 :

| B

: l HENS

i 5

: S ’

| 3 Car
i
i
{
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Exhibit B-3

Enzymatic Cleaning Solution

Instructions

One (1) Pump = One (1) Ounce

Dilution Strength:

One (1) Ounce Enzymatic Solution to One (1)

1)

2)

3
4)

5)

Gallon Water.
4:1 Ratio

With a cleaned, rinsed out blue basin, put
two (2) full pumps of enzymatic cleaning
solution into basin.

Fill blue basin with water to the black
marker fill line. This will equal 2 gallons.

Clean scope per policy and protocol.
Once scope has been cleaned and placed in
high level disinfectant machine, dispose of
enzymatic solution in the blue basin and
rinse basin.

Repeat steps 1, 2, 3, and 4 for each scope
utilized.

Fg

GJ DESA! 000394
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Exhibit 8-3

Enzymatic Cleaning

Solution Is To Be

‘Changed After Each

Scope Is Cleaned
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Exhibi B-4

Endoscopy Center of Southern Nevada, LLC

EMPLOYEE ORIENTATION CLINICAL CHECKLIST

i Reviewed

Date

Acknowledged

Date

rientstion
ollev Review;

seription Jo

Supervisor

Employee
initisls

ocation of P&P Manua)

ization"y Mission and Valuc,

uality Improv:

et Proyram
tion Contral

afety

ire Safetv Procedu

Artire

A septic Technique

ode Blu ure

tion / t

of §

and Responsibiliti
fidentialj

*Blood Pressure

*Oxvgen Salurati

Idrete Scoge Ini

Acyte Pain Management

I D 7 L I L i e

g
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EMPLOYEE ORIENTATION CLINICAL CHECKLIST
(Cant"d)

Date Daie Employce Supervisor

Orientation Reviewed | Acknowledged initials initials

agg;d Review:  {RNs. LPNs)

Chart Requirements:

|___*Pre-Op Record
*intra-Uperative Record
*Post- ot

* Disclaj; 1 n
hd inistrative Formg
Procedural Processing/Fucility:
Cleaning/Disinfecting GI Scopes:
Scope Handling/Pre-cleaning
22k Testing

Manual Cleani
JILD Machine Operations
HI.D Maintenance Protocol
Dryving/Storage of Scopes

Cleanis ivinfecting Steril

*Pull Statjons
*Emersency Exits
*Codz Blue
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£
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€

EMPLOYEE ORIENTATION CLINICAL CHECKLIST

(Cont’d)

Date

; Reviewed

E:!rienlalinn
ndoscopy Proccdures:

Date
Acknowledped

Employce Supenisor
initials ' initials

IAssisting Phvsicj
iopsv Removal

jopsv Retriev

Polv oval:

*Hovie Openation

*Groending Pads

yp Retricval
Suctioning Patient

Dilatation

Provation System
pecialty Praccdural Procedures:

rotective Attire Location

T ve Atti

Employee Signature:

Date:

Supervisor Signature:

Date:

g Lo

J X

t g

1, (3
2R N
aar

GJ DESAI 000398

0269



Exhibit B-5

Endoscopy Center of Southern Nevada, LLC
700 Shadow Lane, Ste. 1658
Las Vegas, NV 89108

New Product / Equipmsnt Policy

This policy is to ensure proper handling and utilization of any new products
andfor equipment being introduced to the facility. Patient and staff personnel
safety is the goal when implementing any new products and/or equipment into
the facility.

A Upon receiving any new products and/or equipment to the facility, tha
Director of Nursing or the Nurse Manager will review the
manufacturer's recommandations for usae and/or the operator's manual
for proper procedural practice.

8.  In-services on the proper usage of new product/equipment will be
provided by a professional representative, when available. Otherwisa,
the Director of Nursing and/or the Nurse Manager will review all
material on the new product and for equipment and provide training
and competency for the personnel staff.

C. inthe event new protocol or procedures need to be practiced, a new
poficy and procedure wifl ba implemented for the facility. Staff
parsonnel will ba notified of the new practica and expected to follow it.

NEW PRODUCT / EQUIPMENT POLICY

GJ DESAlI 000399
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 Extibit C-1

Endoscopy Center of Southern Nevada, LLC
’ 700 Shadow Lare, St=. 1658
Las Vegas. Revada 289105

INFECTION CONTROL POLICY AND PROCEDURE

This policy is to establish a program 1o identify and prevent the transmission of the
diseases. maintain a sanary environment for patients and staff. Report resuits to
the appropriate committee for recommended aclions.

A Persornel practices:

1. All employees will wear scrubs. which are to be clean and maintained
to an appropriate manner.

2. Moistura resistant gowns of aprons must be worn when danger of
soiling from biood or body fluids ace present.

3 Mask and eye profeclion must be worn when danger of splashing from
olood, body fluids or disinfectant is present.

4 Gloves must be worn for procedures, touching bload. body fluids.
mucous membranes of the patient. Gloves must also be wom for
handting items or surfaces soifed with blood or body fluids, and for afl
clean up procedures.

5. Needles and all sharps must be discarded in designated dispcsal
containers. Used needles must not be recapped by hand.

6. Personnel with open skin leslons should not perform or assist with any
endoscopy procedures or handle equipment used for procedures.

7. Thorough hand washing with soap and water Is essential when
enlering and leaving the endoscopy area, after glove removal, .
between each procedure. patient contact and afler performing and
parsona!l hygiene.

a. Hand washing techniques. All personnel will be required to
scrub all surfaces of hands for 10-15 saconds with soap to
maechanically remove dirt and microorganisms.

b. Rinse hands undenvater.

c. Dry hands with papar towel

infaction Cantrol Policy and Procedure 1
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8. Ger.eral orientation of personnel to the Facility's Infection Control
Program w ll be conducted at the beginning of employment and
re-orientation on an annual basis.

B. Patient care practices:

1. Universal precautions will be followed for all patients at ail times. This
includes gloves being wom when handling solled ilems. All surfaces
are 0 be cl2aned with Cavicide disinfectant, or similar disinfectant. A%
non-disposabie items will be thoroughly cleaned with Cavicide
disinfectant. or similar disinfectant soluticn.

C. Endoscopic scopes and equipment.
1. Cleaning of Video Scopes:

a. When the procedure is terminaled, the video scope will have
clear water suctioned through afi channels and the air/water
channels is cleared. The bamel will be wiped down and the
scope is transferred to the soiled utility room.

b. In the solted ulility room. the whole scope will be immersed in
an enzymatic detergent and the external surfaces cleaned with
cleaning sponge. The scopa channels will be cleaned with 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 llushed again with water utilizing the
automatic channel flushing system.

d. The scope is then placed in the scope disinfectant cleaning
machiite, which sends it through a 28-minute 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
nextuse.

2. Cleaning snares and biopsy forceps:

a. All biopsy forceps and snares are single use only and
disposed of following single patient's use:

J. Procedure gurneys.
Paper drapes. and protective pads are changed with the linen after
each patient. The gumey is wiped down with Cavicide disinfectant or
Sani-Cloths disinfectant wipes after each patlent’s use.

infection Control Pclicy and Procedure 2
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1.

1.

5.

D. Cleaning procedure room.

Nursing personnel will wipe down all items including sinks. counter
tops. and caris as needed and at the end of the day. Cavicide
disinfectant ar Sani-Cloths disinfeclant wipes will be used.

Cleaning and disinfectant areas should be separate from patient care
areas. This area should have spacas for "clean and dirty”. and
separate slcrage area. .

An oulside, contracted cleaning company will provide cleaning and
disinfecting of the floors. carpet. bathrooms and non-patient care
areas five days a week.

E. Storage of supplies.

Outer shipping cartons are considered contaminated and will be
discarded before supplies are stered in clean supply area.

Outer cartons may be used as dispensing bins if they are used on tha
bottom shelf or if they are placed on the top shelf with a plastic sheet
beneath them. Paper cartons and corrugaled boxes give off chaff.
which may perrrut organisms on the surface of the box to land on the
supplies below.

Inner paper cartons may be used as dispensing bins, but must be
discarded when empty, and not reused since they may nol be cleaned.

The stock in the storage area will be checked routinely for expiration
dates.

The storage area must be kept clean, dry and free of insects.

F. Environment:

Halls and corridors will remain free of any obstaclas and potential
hazards

Temperature in tha center will ba maintained at a
comfortable setting.

Relrigerators.

a. Refrigerators used primarily for food will b2 cleaned by staff. Al
refrigerators will be defrosted ard thoroughly cleaned as needad
by factity staff. A 10% sclution of bleach should be used lo
disinfect the Intenor surface.

Infaction Control Policy and Procedure 3
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b Relr gerators usad for medicatons will be cleaned by ﬂﬁ.’s.ng
perscnrel Tre lemperature chart s initated if the temperature 15
within range of (55-450 P) f the temperature is oul of range. a :
supervisor or designated person will be notfied. -
G. Liren.
1. Clean linen should te siored in designated area unlit used.
2. Dirty linen will be remcved with as little agitation as possibia.
3 Dirty iinan vall be remaved from the procedure areas and (s storedin 3
lined hnen hamper with a lid. This hamper is kept in a sofled lined area
within the utdity room and wiit be picked up and emptied on a bi-weekly
basis.
H. Waste disposal

1. Sold waste

; a Sclid waste wil be placed in plastic lined waste containers.
i The plastic l:ner and trash are removed daily by the coniracted
secvice.
b. Any waste malenals that are contaminated with blood or body
- flulds will be disposed of in a plastic lined bio-h dous waste
container. Republic Services, Inc. disposes of the bichazard waste
on a bi-weekly basis.
c. Anything sharp wil be discarded in puncture resistant containers.

2. Lliquid waste

a. Liquid waste is ereplied and flushed down the hopper in the dirty utifity
room. Caution is 1aken to avoid splashing.

b. Lquid chemical waste is disposed of down the hopper in the dity
utility room. The chemicals used In the disinfectant machine is
disposed of via the piping and plumbing connected (o the machine.

3 Needles and Sharps.

a. Needles and sharps will be placed in a
puncture resistan! container as clase as
practical to the place of use. H :

b. To be disposed of by Reptblic Services, _ :
Inc. a contractad wasle dispoeal company. : 2

Infection Contro! Policy and Procedure 4
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Liquid waste.

3. Liquid waste is emptied and flushed down the hopper in the dirty utility
room. Caution is taken to avoid splashing.

b. Liquid chemical waste is disposed of down the hopper in the dity
utility room. The chemicals used in lhe disinfectant machine is
disposed of via the piping and plumbing connected to the machine.

Needles and Sharps.

a. Neeflas and sharps will be placed in a punciure resistant
container as close as practical to the place of use.

b. To be disposed of by Republic Servicas, Inc. a contracted wasta
disposal company.

X Cuitures:

1.

Cultures of dlagnostic equipment, procedural equipment and random
areas of the facility will bs taken quarterly.

Resutts will be documented and presented to the appropriate
committee. :

J. tnfaction Control Monitoring:

1.

Randorm cultures will be taken on endoscopes, gurmaeys, pre-op chairs,
and eye wash stations quarterly (o validate the effectiveness of
disinfecting techniquas. This will ba done by swatbing the item or

area with a Culturstte. H any results are positive, that piece of equipment
will be taken out of serive, racleaned and disinfected and re-cultured. The
piece of equipment will not be allowed back info service until negative
culture results are revelaed.

The resulls will be reported to the Quality improvement Committee

and the Goveming Body. If any results ara positive, a folfow up Is
indicated. This foflow up will inciude thorough cleaning of the item and re-
culturing. A further search will Include any adverse effect on patient care;
i.e., infection and a plan to prevant any further incidents iike changing the
cisaning and disinfecting procedures.

Post procedure complication and infection monitoring will be

instituted. This will be parformed by the RN. conducting follow up

cafts to post procedure patients. Questions pertairing 1o tamperature,
pain or bieeding will be addressed. if the patient cannot be reached by
phone, a lstter will be sent out asking them to call if they have any
problems. n addition a letter will be sent monthly to the physicians with a
current patient list, inquiring about any post procedure infections or
complications reported to them by their patients.

Infection Control Policy and Procedure L
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Exhibit C-2

T

Endoscopy Center of Southern Nevada, LLC

700 Shadow Lane, Sle 1658
Las Vagas. Nevada 89106

CONTINUITY OF POUCIES:
RIGHT YO CHANGE OR DISCONTINUE ANY WRITTEN POLICY

The policies and procedures i this marual are nol intendced lo te cortraclual
cemmitments by the Endoscopy Center of Southam Nevada, LLC. They are intendad to
be gu:delines 10 maragement and marely descriptive to suggest procedwes 1o be
foliowed. Tha Governing Body of the Endoscopy Center of Southern Nevada. LLC
reserves the righl to revoke. change, or supplement guidelines at any time without
notice. No policy is intendad as a guarantee of continuity of benefils or rights Na

permanent employment or empicyment for any term 15 intended or can be urplied by
statements in this manual

With the above slated, tha Goverring Body hereby accepts and implements the policies

and procedures within this manual for 2008. Any such amendments to the manual shait
requice the approval of the Scveming Body with dates and initials of aach amendment

LT T e L

- .
Operations Manager Non-Opeiations Manager

.enemp@xfns om(‘s*v‘w;s Director of Nursmg /)

Ve ) ]
W~/ St

* TMember
Right to Change or Discontinue Updated 51285
Ary Written Pcley ST
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Appendix L
BLC Report: Desert Shadow
Endoscopy Centet
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A 00| INITIAL COMMENTS A00
This Statement of Daficiencles was generated as
a result of a state Icensure survey in conjunction
with a Medicara recertification survey
a(yarhcﬁtyﬁmn112mﬂlmunh1m
The findings and conclusions of any investigation
byﬂle}halﬂlblvlsbndlallnotbemtuedas
any criminal or civil investigations,
actions o7 other ciaims for reflef that may be
availabla to any party under applicable federal,
stata or local laws.
The state licensure survey was conductad in
accordance with Chapler 449, Surgical Canters
for Ambulatory Patients, ndopledbyﬂlosm
Board of Health effective 9/2
The following deficiencles were identified.
A 10 . i A0
NAC 449.960 Administration TeeALR
Tha gaveming body shall ensure that
T g, s s ety o gy
raviews written policies and procedures required administration of Propofol. The policy states tt all Propofol
by NAC 449.971 10 445,996, inclusive, including ﬁan&uﬂu‘rm:m.o-ﬁdn
mmm These poficies and e wlized e singhe woe caty and aee 1o bs acendod ki
(s) Ba spproved annualy by the govering body. e enctictiss ot el ey b s ks
re-cducated regarding the newly implementod poficy sxd
mpﬂnﬁhwﬂedﬂnvﬂmdlﬂe
This Reguiation is not met as evidenced by; :wwm - dooe medicaion i,
. m uscs
Based on obsesvation and nterview, tha center The Soent e e o e G et vists e .
talled to ensure the policy to usa single use been discontisucd ad ramoved from the facity, The 09% :
Propofol vials and to discontinue the use of Nocmal Saline now comes ins pre-filled, siagle we, 3co :
was enforced. tabeled syringe. 2% Lidocaine injoctable fox use with
Propothl kas been stopped watll finther notice. 1 the 2% :
Findings Include: Lidocaine s re-implemented for uae with Propofol ot a lster
dae, Sl single dose vials will be utifred,
Observation I :
¥ ‘are chad, an approved plan of st be 10 duys sher recwipt of this staterent of deciendies.
’ TME 8 DATE
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVES SIGNATURE éf‘fﬂ'ﬁ—- ng%— :
4 STATE FORM g - l‘/(nb? LA — 1o(8
APR 16 2008
Eureau of Ucsnxse and Cortificstion
89 Veqs, Nevad3 1
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) SUMMARY STATEMENT OF D PROVIDER'S PLAN OF CORRECTION )
PREFIX (EACH BE PRECEDED BY FLL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTEYING TION) TAG TO THE APPROPRIATE DATE
A 10| Continued From page 1 At10 IngAlR
b)  All ncwily hired ourse mesthelists mnd staff meves will
On 1/30/08 in the morming, CRNA #1 was present be orlented 1o the Policy & Procedwe Mewal md expected
in Procedure Room #1 during an upper 1o adhere to all policies and procedurcs of the farility. This
endoscopy. There wers two mwdumrhmmm
vials of Propofol which contained approximately E T Al $0ml Propofol vius bave bocn removed foca the
1cc {cubic cantimeters) of medication and an facility 10 prevent exvess Propofd remelaing in the visd
opened vial of Lidocaine located on the CRNA following s procedure. The marsc sncsthetists bave
work station. beon ro-cducaed that al) 20mi Propodl viels are single
K paticat use only snd sy sanining in the visl or
Irstervi sytiage filawing the patiant’s procedure i 1o be disposed of
um'ﬁu:u:muwmm
needies
On 1/28/08 in the morming, the Nurse Manager ancsthotists have signed a wrises notioe acknowledgiog
me%bmuwm:o ::rn_ru:ﬂv:dh cd of
te wora suporvised Seator Medical Seaff. Albert Mazon, MD, andec
and the physician director had a meeting (no date &ﬂmmmwhwﬂhm
provided) with the CRNAas to Inform them of the and will observe the CRNA3 activities. Dircctor
harve been plsced in the mansd for staffs roview.
On 1/30/08 in the moming, CRNA #1 revealed o o e o 00 4l CRNAS by &
the patierd did not recelve Lidocaine. CRNA #1 ©) ScriorMedical Staff, Albert Mascs, MD, Camnclo
indicated Lidocaine was administsred to the Harero, MD), Director of Nursing, Katie Malcy, RN will ba
patients with smal veins to decrease the buming sponsible for sccoaplishing wnd maoi li
sensation from the Propofol. The CRNA indicated with the corrective action,
the unused portion of the Prapofol vials were 0 Dutc of comoctions /1808,
administered to the next patient with a new Plexse Sce Exhibit A-1, i
syringe.
Thers was no documented evidence io verify that
the new policy had been initiatad by tha CRNAs
for single use Propofol vials and that Lidocaine
had been discontinved. On 1/30/08, during the
exkt conference, the physician indicated the
CRNA had been informed of the new policy.
Severity: 4  Scope: 3
A5!1NACt49.9812PmamthuallyAswranca AS0
] ‘wro cRad, an app mummumﬂmommwummuww
STATE FORM uoT14

RECEWED
APR 18 008
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A%mor o) ok ;mmmzmmcmu LT
NVEARIASC o.wwe 0173072008
NAME OF PROVIDER OR SUPPUER STREET ADOREAS, CITY, STAYE, 2P CODE
DESERT SHADOW ENDOSCOPY CENTER, LL( | FAGLeiaSnyeig AVE SUITE 101
04 1D SUMMARY STATEMENT OF DEFICIENCIES ) PROVIDER'S PLAN OF CORRECTION o :
PREFIX DEFICIENCY MUST BE PRECEDED BY AL PREFIC {EACH CORRECTIVE ACTION SHOULD BE COMPLETE :
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENGED TO THE APPROPRIATE DATE :
DEFICENCY)
A 60§ Continued From page 2 A60 TazA 60 :
m wmbn:l:laﬁxt st :)I'uﬁul::wiyw’ rdmumw"" :
(c)Pmeeduubrﬁmpronolma anesthetists. Ascsthesia records arc sircady Included ln the chmrt :
professional and technical activities of the rovicws cosducted b physicians a0d the CRNAS have s separate :
members of the staff. pthh-ﬂupumw-;:nﬁ;mm
This Roguiation s not met as evidenced by: d.m::-h-:uuunnﬂuhwm-‘
Based on observation, interview, and document Tho facility
thmbmmmm um-mwuumm
| et oo avhosion of e cnlcal actiies mwm;;gﬂhﬁgﬁ;ﬁ«ﬁﬁtw
dose paicot. steics that nccdles
of the certifiad registered nurss anesthetist _‘,:’__h:u_‘__*_.m_‘nhh
(CRNA). discarded intact in am approprisie sharps containes vumedistely
after usa. The norse sexsthetists md stxfT smses hrve been
Findings include: informed nad ro-edwcated the implemented policy
nd proper protocols £ single doss vial medtations mod necdic
ot " md ryrings ublization. The facility b implermastod « sew policy :
Mwuhﬁluwh:‘y.mh B
On 1/30/08 In the moming, CRNA #1 was prasent mt:msu%umumw:u
In Procedure Room #1 during an upper vials have beea discontinned and removed fros the facilly, The :
gastroenterology endoscopy. There were two ?ﬂﬂwﬂ“;mn:hnrvﬂ:tﬁx-.hh H
m:mamwm Nm;ﬂh:m“rzmi”' ot
opened vial of Lidocalne located on the CRNA ieplemented fr mag b Fropefil we sogle
work station, b) All pewly hired srss mesthetists and staff sorses will
be cricated o the Policy & Procodure Mamal end expocod to
Interview adhere o all policies snd procedures of the facility. This will
e e e By T e
n
single use Propofol visls snd o discontinue the s patient’s procedurs. The ourse sncathctists have
usa of Lidocaine. The Nurse Manager indicated Mﬂmmﬂvﬂmﬁ#pﬁ-m-ﬂn
the CRNAS were supervised by Propofol smainkig b tho visd or syringe Slowing the paticnt's
and the director had a meeting (no date ""“"“mm."'"”“:‘w".“wxm:m
provided) with the CRNAS 1o inform them of the The wzrsc smesthotists have signed a written nofice acknowledging
new policy. ey have beon informed of the revised pract d of e,
i vids e oo remrvedfom 0 Skl T
On 1/30/08 in the moming. CRNA #1 revealed -
e ot d ol rocave Lidocaice. CRRA#1 Sty s e
Indicated Lidocaine was administered to the
patients with small veins to decreass the buming l
arw Giied, an approved pian of Ut be T within 10 duys afier receipt of s waiament of OERCIONCIeS.
STATE FORM Ll uory ¥ continusgon sheet 30§
APR 36 2008
urpatt of Licansuro and Cerliicati.
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PROVIDER/SUPPUIER/CUA
mm“m xn o @) MULTIPLE CONSTRUCTION WW‘: "Wn
CORRECTION TOENTIFICATION NUMBER: A suLDNG
NVS493ASC i 017302008
NAME OF PROVIDER OR SUPPLIER STREET ADDRESR, CiTY, 8TATE, 2P CODE
DESERT SHADOW ENDOSCOPY CENTER, LL( glasmsm“ "uonmAﬁsmziu
o 0 SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION o
PREFIX (EACH DEPICIENGY WUST BE PRECEDED BY FULL PREFXU (EACH COMRECTIVE ACTION BE COMMETE
TAG REGURATORY OR LIC IDENTIFYING INFORMATION) 76 CROSS-REFERENCED TO THE APPROPRIATE DATE
A 60| Continued From page 3 A6
MMN;WWCRMM 0 o will bo souditod
the unused portion of the Propofol vials were ach CRNA -M“h- M“‘
administered 1o the next patient with a new N Y 1o D B ooy Yirtiol Sl Al
syringe. CRNAW' ;ﬁ-:'-dmhum--s:-m‘ of the
m
was ho Hmtﬁw o that :an.MD ﬂlhmﬁ?:ﬂ:m ?;ﬂn
tha new policy by the CRNAs Qvermaing
for single use Propofol vials and that { docaine e e e o oo e o e o phylcis
had been discontinued. On 1/30/08, during the Nmmmuwmmnwu
axit conference, the physldmlndmbdme vrning Body will
CRNA had been informed of the new policy. mucmumlmnmuduumm
their sncsthesia records.
Document Review [’} Dute of comectione ~ 2/1808
Pleme Sce Exhibit B-1, B-2, B-3, B4
The center's "Supeivising Physician Agreement” >
stated:
“This agresment, dated 8/12/07, by and betwesn
Clinic A, a Nevada Joint Venture, or lls successor
or assigns and Physician #1 of Clinic B.
Physician #1, In conjunction with Physician #2
and Physician #3 of Clinic A agrees to
and consult with CRNA's employed
at Clinkc A. Supervision and consultation services
will be provided regarding the
services provided by said Clinic A employess. It
agrees that Physician #1 will be available for
phone consultations In addition fo on-call premise
consultations as necessary.”
Retriaved from the websits: www.astrazeneca-
us.
The Propofol (Diprivan) medication
documented “...Diprivan injeciable emuision Is o
singie-use paremieral product which
0.005% Disodium Edetats to retard the rate of
growth of microorganisms In the svent of
accidental exirinsic v
i Jefic we dad, an spp plan of ‘musi ba mmmuwdmmdm
STATE FORM LiD711 ¥ corfirustion sheet 4of 8
APk 16 2008
U Of LGisur ais] LarBcation
La3 Veges,
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STATEMENT OF DEFICIENCIES v
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B.WING

03) DATE SURVEY
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01/30/2008

NAME OF PROVIOER OR SUPPLIER
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STREET ADDRESS, CITY, STATE, ZIP CODE
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() 10
PREFIX
TAG

SUMMARY STATEMENT OF DEFICEENCES
(EACH DEFICIENCY MUST BE PRECEDED BY FULL
REGULATORY OR LSC IDENTIFYING INFORMATION)

0 PROVIDERTS PLAN OF GORRECTION o

TAG

ACTION SHOULD BE coMPLETE
TO THE APPROPRIATE BATE

AG0

A213

Continued From page 4

Dipdvan injectable emulsion can stiil support the
growth of microorganisms as it is not an
antimicrobially praserved product under USP
standards *

Retrieved from the intermet :Spotiights:
Ambulatoty Health Care/ COC Viral Hepatitis

*Injection safety

* Usa a steriie, single-use, disposable needie and

syringe for each injection and discard Intact in an
i container after use.

from
multiple patients or combine leflover contents for
later use.
“If rmultiple-dose viais ars used, restrict them to a
centrakized medication area or for single patient
una. Never re-snter a vial with a needis or
used on one patiant if that vial wifl be Used to
withdraw medication for another patient. Store
vials in accordance with manufacturer's
recommendations and discard if sterility Is

compromised.
*Do not use bags or boltjes of intravenous

solution as a common source of supply for

muttiple patients.
*Usa aseptic technique to avoid contamination of
sterfle Injection equipment and medications.”

Severlty: 4  Scopo:3
NAC 449.8945 Administration/Record of
Anesthesia

1. Anesthetics must be administared in the
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A BULDING
B YVING
NVSHSIASC 01302008
NAME OFf PROVIDER OR SUPPUER STREET ADORESS, CITY, STATE, 2P CODE

S § BURNHAM AVE SUITE 101
DESERT SHADOW ENDOSCOPY CENTER, L1 | (Ao e ey s

o) 10 SUMMARY STATEMENT OF DEFICIENCEES ") PROVIDER'S PLAN OF CORRECTION %
PREFC (EACH DERCIENCY PRECEDED BY PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
" mmmm“g:rmm%q TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFTIENCY)
; A213{ Continued From page 5 A213 TwaAZ
physician and In accordance with tha provisions . .
'* of hapr 552 of NS and o regtions e Hore v
adopled pursuant theretn, a certified registered sdeinlsiration of Fropofol. The policy states that all Progofol
nursa anesthetist. vials are to bowtilized as single dose anly. Ove vial per
This Regulation Is not met as evidenced by: paticat. The policy also states tiat ncofles mnd syvinges are 1o
Based on interview and document reviaw, the lwlliliwaatl;-.I|I u-ulyng-wha-;uur.:h
center falled to ensura anesthetics were i =pe y aficy ose.
adminisiered by a certified registered nurse higied ,wm,,‘m“‘ gthlmh:- ,m“:
anesthetist (CRNA) n accordance with the fproper protocols for single dose vialmedications and necdic
provision of Chapter 632 of NRS (Nevada wd syringe utlization, :
Ravised Statutes) and ths reguiations adopted The facility no looger uses any mruli-dose medication vials. :
pursuant thereto certifled regisiered nurse e i 1% Lidocaine o ool Saline e
anesthetist, Noswal Salise now comes ina pro-filled, single we, oo :
labeled syringe. 2% njectable for uac with
Findings Include: Propofol has bocn stapped uniil flrther notice, If the 2%
Dot Redew S i
- : 2.3:“'umm..m“'“
Nevada State Board of Nursing - Nevada o ohere 1o S ot proopubugri
Practica Act - Revised May 2004 ﬂwhwnﬂmﬂﬁm
NAC ) Amrvwn;i"vhlﬂnebmmﬁuh
832 510 Performance of duties in g :
accordance with guldelines of faciily, A certified Buclizy to prevent cxcess Propofd remalning i the vial
registered nurse anesthetist practicing In a faciity m&m&:‘mﬁ
shalt practice in accordance with writtan paticnt use ouly sed suy Propofil semining in the vid or
and conform fo NAC 632.500 to Syrings foliowing the paticnts procedore ks to be disposed of
632,560, inclusive. A review of the guidelings immodistely. They bave also boea recdocatcd regarding
may ba conducted by the berd to determine if Mﬂp‘mmsg&m_ow.m-n
they conform to NAC 632.500 o 632.550, v b W o b e karicdgio ey
inclusive. them. The eatire oorsing sixf¥ has bee informed that ol
mmummwmm
Retrieved from the website: www.astrazeneca- faciliey,
us.com/pi/diprivan d9)  Scaior Medical Staff, Albest Masos, MD, exdior
Clﬁomuﬂm:‘m.nuhmyayhm
- " v
The Propofol (Diprivan) medication information Ko Moy e oo CRNAs wsivtes. Director of Nuning,
documented =..Diprivan injectable emuision Is 8 mm.d-_._afzz?"“‘m”‘“"m.,
parentansl product which contalns Clinical competeacies will be conducied on &l CRNAS by
0.005% Disodium Edetats to retard the rate of member of the Senior Mcdical Staft.
growth of microorganisms in the event of
p accidental extrinsic contamination. Hawever, : :
¥ e ciied, an Fan of »ibe witin 10 days after recell of s Statermvert of GoRCoNCIos. : ;
E STATE FORM Ll wori ¥ contiruntion shest § of 8 : :
RECENFD
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- Low Yogos,

GJ DESAI 000412

" 0283



PRINTED: 00572008
FORM APPROVED
STATEMENT OF DEFICENCES PROVIDERBUPPLIER/CUA (O) DATE BURVEY
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A BULDING
8. WING .
NVSUB3ASC 01/30/2008
NAME OF PROVIOER OR SUPPLER STREET ADDRESS, CITY, STATE, ZP CODE

DESERT SHADOW ENDOSCOPY CENTER, LLt | (2038 ZURNHMCAVE SUTE fo1

w0 SUMMARY STATEMENT OF DEFICTENGIES © PROVIDER'S PLAN OF CORRECTION om)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THIE APPROPRIATE DATE
DEFICIENCY)
A213§ Continued From page 6 A213
Diprivan injectable emuision can still support the Tl
grawth of mlcroorganisms as it Is not an €)  Scaior Medical Staff, AJbert Mason, MD, Carzelo
antimicroblally preserved product under USP u-uu.‘ymi.'qunguzni_-wq,n{ymu
standards, with the corective adtion. ;
Retri 1 from the Int t :Spotigh f)  Dete of correctionis 271808,
NWHMWCDG(C«MM Please Scc Exhibk C-1,@8
DlssasacontooWdHepw
ﬂrqeeuon
'Uaelm,mbﬂse,dhposahloneedleand
syringe for sach Injection and discard intact In an
appropriate sharps container after use.
“Usa singfe dose medication vials, prefiled
mnqwmmm Do not
medications from singls-dose vials to

mullphpdinntsnrmmbnaldbvermnhfw

later use.

“if multipla-dose vials are usad, restrict them to a
centrakzed medication area or for single patient
use. Never re-enfer a vial with a neadie or syringe
usoed on one patient if that vial wil be usad o

compromised.
*Do not use bags or bottles of intravenous
sohdhnalwmmmdwpmbr

‘Uaaepﬂchdwquebavddcontammﬂmol
sterfle Injoction equipment and medications.”

Interview

On /2908 in the morning, the Nurse
Mmmmmmmusd
Propofol vials and discontinued usa of Lidocaine
had been Initiated. The Nursa Manager indicated
the CRNAs were supervised by the physiclons
and the physiclan director hed a meeting (no date
;] are cked, 80 pan of TSl D fek ‘mwdumd“'
STATE FORM . uor1s ¥ confirmtian sheel T of 8
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A SURDING
awna
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04 1D SUMMARY STATEMENT OF DEFICEENCES () mmwm [.L]
TAQ REGIXATORY OR LSC IDENTIFYING INFORMATION) TAG Cm.m W THE APFROPRIATE DATE
A213| Continued From page 7 A213
provided) with the CRNAS to Inform the CRNAs
of the new policy.

On 1/30/08 in the moming, CRNA#1 indicated the
patient did not recelve Lidocaine. CRNA #1
indicated the Lidocaine was administered to the
patients who had small velns to decrease the
burning sensation from the Propofol.

CRNA #1 Indicated the unused portion of the
Propofol vials had been administered to the next
patient with a new syringe.

On 1/30/08, during the exit conference the
physiclan Indicated the CRNAs had been
Informed of the new poficy for the single use
Pmpofolvhhandllwdlswntnuedusoof

The coner lacked documented evidence 1o verify
a writtan pokicy for the single use of Propofol
vials and the discontinued use of Lidocaina had
been eatablished.

E Tha CRNA failed to ensure the Propofol was

adminksisred acconding to the manufacturers
recommendations and faciity poticy as reported
by the nurse manager.

Severity. 4 Scope: 3

Hf daick are ckad, an plen of ‘st ba et Wumdwﬁimam .
STAYE FORM uoT11 ¥ confiawetion sheet 8ol 6
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Desert Shadow Endoscopy Center, LLC
Provider #29C0001062
Exit Date: 1/30/08

The CRNA (certified registered nurse anesthetist) have been assigned the following
numerical identifier,

1. Ralph McDowell
The physicians have been assigned the following numerical identificrs.
1. Satish Sharma
2, Dipak Desai
3. Vishvinder Sharma
The facilities have been assigned the following identifier.

1. Clinic A- Gastroenterology Center of Nevada
2. Clinic B — Advanced Pain Management Center

RECEIVED
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Exhibit A-1

Desert Shadow Endoscopy Center, LLC
4275 Burnham Ave., Ste. 101
Las Vegas, Nevada 89119

Propofol Administration Policy

This 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 Propofol
administered by a Certified Registered Nurse Anesthetist. ' Alternative sedation
medications, such as Versed and Demerol, may be used when deemed
appropriate by the CRNA.

Propofol is to be utilized as a single use vial. An appropriate first dose, as
determined 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 immediately discarded into an appropriate sharps confainer.
The needle Is not recapped prior to its disposal. If more Propofol is required to
sedate tha patient, the second dose is drawn from the same bottle 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 inmediately discarded. If more than 200mg of
Propofol is required, a new, unopened 200mg 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 Propofot vial utilized
. Unused Propofol discarded
. Rubber cap cleaned with alcohol if reentered
PROPOFOL ADMINISTRATION POLICY RECE IVED

AFR 16 2008
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Exhibit B-1

Desert Shadow Endoscopy Center, LLC
4275 Bumham Ave., Ste. 101
Las Vegas, Nevada 89119
(702) 733-1291

PEER REVIEW OF MEDICAL NECESSITY

This policy Is to provide a retrospective review of the success of the facliity’s quality cars
program.
A retrospective peer review of medical necesslty will be conducted each quarter. A
statistically significant number of the medical charis of patient's undergoing the
designated procedure will be pulled and reviewed. The attending physicians of Desert
Shadow Endoscopy Center, LLC, will conduct peer reviews on one another’s medical
charts. This will also include review of the Certified Registered Nurse Anesthetist's
anesthes!a record. This review may be parformad by an outside review if deamed
prudent to the quality functioning of the facility. .
A Pull a statistically significant number of the deslignated procedural charts
for that quarter to represent varying physicians performing those procedures.
Each quarter will represent different physicians to ensure all physicians are
reviewed. :
B. Procure the appropriate chart review / peer review forms.

C. Complete the review forms from data gathered in the chart according o the
criteria identified on the form.

D. Submit chart and peer review results to the Medical Director and Goveming Body
for review, determination of eppropriateness and possible Intervention.

PEER REVIEW OF MEDICAL NECESSITY T RECEIVED

APR 13 2008
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Extitit B-2

“-‘_
F__
AGE__
PATIENT D ccs
O2BAT ____
PRE-OP DIAGNOSIS 3. HY WT
8P
20
ANEETHESIAAND 1
180 EQUIPMENT CHECK :
160 —_— e -
H & P REVIEWSD [1
140 <
PATENTIDENTFED | ]
120.
100 PATIENT EVALUATED
IMMEDIATELY PRIOR TO
w INDUCTION [YES]
60 PATENT
anmm:n.o
4 g mm
m -
CATH SZE
SAD2 2GA
: 24GA
EKG
N S0E
02 LMIN RT A°H
" IT A H
[
i v FLUDS
DEMEROL
__FENUNYL
— MIDAZOLAM
SYRINGES & NEEDLES DISCARDED UNCAPPED FOLLOWING SINGLE USE? YES NO
# PROPOFOL VIALE USED
UNUSED PROPOFOL VIAL DISCARDED? YES NG
OPERATION -
ANES TIME
e COLONOSCOPY PEG A "
Pd M
SURGEOR: CRNA:

ANESTHESIA RECORD
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Exhibit B-3

Revwer : Dok

Instructions:
Mask each box as:
Adcquats +
Iosdequats —
Not Applicable NA
‘Write all comments on back of worksheet.
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Exhibit B-4

Gastroenterolog Center of Nevada, LLC

U, Y CLINICAL CO CY
CRNA Name: Date:
Reviewing Physician:
Interview Review Questions:
Ascptic Technique
1) Do you utilize each Propofol vial as single patient use? Yes No
2) Do you utilize any vial marked “single dose only™ as xingle
patient use? Yes No
3) Do you wipe the stopper of each medication vial you are
going 10 use prior to piercing with needle? Yes No
4) Do you keep all syringes and needles in their original
packnging prior to immediate use? Yes No
5) Do you use cach needle and syringe once and then discard
immediately following use? Yes No
6) Do you recap any needles? Yes No
N Do you pro-fill any syringes with medications prior to use? Yes No
8) Do you wipe the saline-lock with alcohol prior to piercing
with needle? Yes No
Universal Precautions
1) Do you wear a ncw-clean facility-provided gown at all times? Yes No
2) Do you wash your hands after contact with cach patient and .
anytime you coms into contact with bodily fluids? Yes No
k)] Do you keep any food or drink in the procedural rooms at any
time? Yes No
4) Do you don new gloves while handling medications? Yes No
5) Do you don new gloves with each patient you are caring for? Yes No
6) Do you immediately discard the gloves following their immediate
use? Yes No
RECENVED
1 APR 16 2z
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Anesthesis Record Review:

1)
2)

3)
9

)

9)
10)

1)
12)

13)
14)

Past medical Hx inchuded?

Complete list of medications, including dosages?
Allergies listed?

Initial set of vital signs presemt?

Pre-op Dx preseat?

Vital signs documented throughout procedure?

All medications administered documented with dosages?
Post-op Dx present?

Post-op assessment completed?

Beginning and ending patient caret time documented?

A Observation by Physician;

Did CRNA utilize cach Propofol vial as single patient use?
Did CRNA utilize any vial marked “single dose only” as single
patient use?

Did CRNA wipe the stopper of each medication vial

prior to picrcing with needle?

Did CRNA keep all syringes and ncedles in their original
packaging prior to immediate use?

Did CRNA use each needle and syringe once and then discard
immediately following use?

Did CRNA recap any necdles?

Did CRNA pre-fill any syringes with medications prior to use?
Did CRNA wipe the saline-lock with alcohol prior to piercing
with needle?

Did CRNA wear a new clean facility-provided gown at all times?

Did CRNA wash hands after contact with each patient and
anytime coming into contact with bodily fluids?

Did CRNA keep any food or drink in the procedural rooms at any

time?

Did CRNA don new gloves while handling medications?

Did CRNA don new gloves with each patient they cared for?
Did CRNA immediately discard the gloyes following their use?

Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes " No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
RECEIVED
APR 16 2008
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Deficiencies Noted:

Comments:

Reported to Governing Body:

Date

Physician Signature;

RECEIVED
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Exhibit C-1

Desert Shadow Endoscopy Center, LLC
4275 Bumham Ave., Ste. 101
Las Vegas, Nevada 89119

Propofol Administration Policy

This policy is to ensure the proper administration of the sedative agent used at
Desert Shadow Endascopy Center, LLC.

Each patient undergoing an Endoscopic procedure is sedated with Propofol
administered by a Certified Registered Nurse Anesthetist. Altemative sedation
medications, such as Versed and Demerol, may be used when deemed
appropriate by the CRNA.

Propofol is to be utilized as a single use vial. An appropriate first dose, as
detemmined 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 immediately discarded into an appropriate shamps container.
The needle is not recapped prior to its disposal. If more Propofol is required to
sedate the patient, the second dose Is drawn from the same bottle using a new
syringe and needle. Prior to entering the Propofol bottle, alcohol will be utilized
to appropriately clean the rubbar 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. Any unused Propofol in this second vial will be
immediately discarded once the procedure Is completed.

To ensure strict adherence fo 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

RECEWVED
APR 1§ A8
AU OF Lcontstaid k] Caesti,
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