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Respondents.

Respondents Walgreens Pharmacy #4854, 5814, Minhquang D. Nguyen, RPh, Dimitris
Efstathiou, RPh, , and Maria Cruz, RPh by and through their counsel William J. Stilling, of and
for Stilling & Harrison, PLLC, answer and provide notice of their defense to the Notice of

Intended Action and Accusation (“Notice”) in the above-entitled matter and declare as follows.

REQUEST FOR HEARING

Respondents request a hearing on the Notice.




RESPONSES TO ALLEGATIONS AND CAUSES OF ACTION

In answer to the Notice, Respondents admit, deny, and allege as follows:

JURISDICTION

l. Respondents admit the allegations in paragraph 1.
2, Respondents admit the allegations in paragraph 2.

FACTUAL ALLEGATIONS
3 Respondents admit the allegations in paragraph 3.
4. Respondents lack sufficient knowledge to admit or deny the allegations in paragraph

4 and therefore deny the same.

3. Respondents admit the allegations in paragraph 5.
6. Respondents admit the allegations in paragraph 6.
7. Respondents admit the allegations in paragraph 7.
8. Respondents admit the allegations in paragraph 8.
9. Respondents admit the allegations in paragraph 9.
10. Respondents admit the allegations in paragraph 10.
11 Respondents admit that on or about December 24, 2017, prescription no. 1874629,

post-dated 11/07/2017, was processed, filled and dispensed and that data entry review was
performed by Cruz. However, there was nothing on the prescription 1874629 to indicate that it
had been previously filled. Respondents deny all remaining allegations in paragraph 11.

12. Respondents admit that: (i) on or about January 29, 2018, prescription no. 1886042,
post-dated 12/07/2017, was processed, filled and dispensed; (ii) data entry review and final
verification were performed by Nguyen who did not place a fill sticker on the back of the original

hard copy of the prescription. Respondents deny all remaining allegations in paragraph 12.
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13. Respondents admit that: (i) on or about February 28, 2018, prescription no.
1896898, post-dated 12/07/2017, was processed, filled and dispensed and (ii) data entry
review was performed by Cruz. However, there would have been nothing on the prescription

1896898 to indicate that it had been previously filled. Respondents deny all remaining allegations

in paragraph
COUNT ONE
Recordkeeping Violations
(Respondents Nguyen and Efstathiou)
14. Paragraph 14 is a statement of law and is not susceptible to admission or denial. To

the extent that paragraph 14 implies any unprofessional or unlawful conduct, Respondents deny
the same.

15. Respondents deny the allegations in paragraph 15.

COUNT TWO

Failure to Identify Duplicate Dispensed Medication/Unprofessional Conduct
(Respondents Nguyen and Cruz)

16. Paragraph 16 is a statement of law and is not susceptible to admission or denial. To

the extent that paragraph 16 implies any unprofessional or unlawful conduct, Respondents deny

the same.
17. Respondents deny the allegations in paragraph 17.
18. Respondents deny the allegations in paragraph 18.
COUNT THREE
Managing Pharmacist Responsibility
(Respondent Nguyen)
19. Respondents deny the allegations in paragraph 19.

COUNT FOUR
Pharmacy/Pharmacy Owner Responsibility
(Respondent Walgreens Pharmacy #4854)
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20. Paragraph 20 is a statement of law and is not susceptible to admission or denial. To
the extent that paragraph 20 implies any unprofessional or unlawful conduct, Respondents deny
the same.

21. Respondents deny the allegations in paragraph 21.

RESERVATION OF RIGHTS, DEFENSES, AND GENERAL DENIAL

22.  Each Count fails to state a claim upon which relief can be granted.
23.  To the extent Respondents did not specifically admit allegations in the Notice, they deny
such allegations.

24.  Sanctioning Respondent Maria Cruz would be unfair and unjust in light of her
circumstances. Maria Cruz retired March 2021. She now lives in the Philippines. She no
longer has a pharmacy license and never intends to practice pharmacy again. Her decision to
retire had nothing to do with this case. Ms. Cruz has never been sanctioned for any act or
omission during her eleven years of practice in Nevada or anywhere else. Maria Cruz
recognizes that the Board needs to be consistent in its decisions. But some cases are different
and require wise use of discretion as fairness requires. This is such a case. If the Board agrees
to dismiss the claims against Maria Cruz, it would not set a precedent that a pharmacist can
escape sanctions by retiring. Rather, a decision to dismiss the claims against her or to forego
any sanctions would simply recognize that it is fair not to impose sanctions on a pharmacist
who retires some three years after an alleged violation and before any Notice of Intended
Action is filed, who moves back to her native country, and who has never before been
sanctioned by a board of pharmacy. Ms. Cruz did not act unprofessionally or unlawfully
because she had no reason to believe there was a duplicate of the prescription she was filling

as described in paragraphs 11 and 13. Even if this Board finds that Maria Cruz engaged in

Case No. 18-021
Answer and Notice of Defense
For All Respondents




unprofessional conduct, it should not impose sanctions. Just because a government body has
the power to do something does not necessarily mean that it should do so—especially when
fairness dictates otherwise.

PRAYER FOR RELIEF

25.  Respondents pray for the following relief:

a. That the Notice be dismissed or that the Board finds that the allegations in the
Notice and all evidence presented to the Board do not support imposing discipline
on any of the Respondents.

b. That the Board dismiss all Causes of Acton in in the Notice.

c. That the Board provide further relief to Respondents as it finds just and proper.

William J. Stilling
STILLING & HARRISON, PLLC.
Attorneys for Respondents

DATED this 31st day of May 2023.
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CERTIFICATE OF SERVICE

[ hereby certify that on May 31, 2023, I caused to be served a true and correct copy of the

foregoing ANSWER AND NOTICE OF DEFENSE by the method indicated below to:

Brett Kandt

General Counsel

Nevada State Board of Pharmacy
1985 Damonte Ranch Pkwy #206,
Reno, NV 895219
bkandt@pharmacy.nv.gov

O U.S. Mail postage
prepaid

[0 Hand delivery

O Overnight Mail
O Facsimile

M Electronic Mail

David Wuest

Executive Secretary

Nevada State Board of Pharmacy
985 Damonte Ranch Pkwy #2006,
Reno, NV 895219
dwuest@pharmacy.nv.gov

O U.S. Mail postage
prepaid

[0 Hand delivery

O Overnight Mail
[0 Facsimile

M Electronic Mail

Yenh Long

Deputy Executive Secretary
Nevada State Board of Pharmacy
985 Damonte Ranch Pkwy #206,
Reno, NV 895219
ylong@pharmacy.nv.gov

0 U.S. Mail postage
prepaid

[0 Hand delivery

[0 Overnight Mail
[0 Facsimile

M Electronic Mail

m%é St
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BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY, CASE NOS. 19-100-PH-S
o 19-100-RPH-S
Petitioner, 18-021-RPH-A-S
V.
WALGREENS PHARMACY #4854,
Pharmacy License No. PH01293, and STIPULATION AND ORDER
[RESPONDENTS WALGREENS

MINHQUANG D. NGUYEN, RPH, PHARMACY #4854 & NGUYEN ONLY]

Certificate of Registration No. 15913,

Respondents.

Brett Kandt, General Counsel for Petitioner the Nevada State Board of Pharmacy
(Board), and Respondent Walgreens Pharmacy #4854, Pharmacy License No. PH01293, and
Respondent Minhguang D. Nguyen, RPh (Nguyen), Certificate of Registration No. 15913,
jointly by and through counsel, William Stilling, Esqg. of Stilling & Harrison, HEREBY
STIPULATE AND AGREE THAT:

1. The Board has jurisdiction over Respondents and these matters.

2. Respondent Nguyen entered into two (2) prior stipulations for discipline before
the Board. In April 2013, Respondent Nguyen, as the managing pharmacist of Kmart Pharmacy
#3719, stipulated in case no. 13-006-RPH, to a public reprimand and a $500.00 fine for failing to
verify the registration status of each pharmacy employee in his charge. On October 12, 2022,
Respondent Nguyen, as the managing pharmacist of Walgreens Pharmacy #7864, stipulated in
case no. 18-055-RPH, to pay a $1,000.00 fine, attorney’s fees and costs of $500.00, and to
complete two additional hours of continuing education for failing to accurately verify medication

at data entry review, overriding a DUR and dispensing a duplicated and mislabeled prescription.



3. On or about October 14, 2022, Board Staff served Respondents with the Notice of
Intended Action and Accusation (Accusation) on file in this matter together with the Statement to
Respondents and Notice of Hearing in Case Nos. 19-100-PH-S and 19-100-RPH-S.

4. On or about February 6, 2023, Board Staff served Respondents with the First
Amended Notice of Intended Action and Accusation (First Amended Accusation) on file in this
matter together with the Statement to Respondents and Notice of Hearing in Case Nos. 18-021-
PH-S and 18-021-RPH-A-S.

5. Respondents jointly filed an Answer and Notice of Defense to each Accusation.

6. Respondent Walgreens Pharmacy #4854 has entered into a separate stipulation
resolving Case No. 18-021-PH-S.

7. Respondents are aware of the right to seek the advice of counsel in this matter and
obtained the advice of counsel prior to entering this Stipulation.

8. Respondents are aware of the right to a hearing on the matters alleged in each
Accusation, their right to reconsideration, their right to appeal, and any and all other rights which
may be accorded pursuant to NRS Chapter 233B, Nevada Administrative Procedure Act, NRS
Chapter 622A, Administrative Procedure Before Certain Regulatory Bodies, and NRS Chapter
639, Nevada Pharmacy Act.

9. Conditioned on the acceptance of this Stipulation by the Board, and with the
exception of the right to challenge any determination that Respondents, or any of them, have
failed to comply with the provisions of this Stipulation, Respondents hereby knowingly and
voluntarily waive their rights to a hearing, reconsideration, appeal and any and all other rights
related to this action that may be accorded to them by NRS Chapter 233B, Nevada
Administrative Procedure Act, NRS Chapter 622A, Administrative Procedure Before Certain

Regulatory Bodies, and NRS Chapter 639, Nevada Pharmacy Act.



10. Respondents admit that evidence exists, and that Board’s staff prosecuting this
case could present such evidence at an administrative hearing, to establish a factual basis for the
violations alleged in the First Amended Accusation filed in Case No. 18-021-RPH-A-S, to wit,
that:

A. By failing to place a fill sticker on the back of the original hard copy of the
prescription when filling prescription no. 1886042, Nguyen violated NRS 639.236(2) and is
subject to discipline pursuant to NRS 639.210(12);

B. Nguyen engaged in unprofessional conduct as defined in NAC
639.945(1)(d) and (i) when he performed data entry review and final verification on prescription
no. 1886042 and failed to identify that patient L.S. had already received the three fills prescribed
on her patient profile, and is therefore subject to discipline pursuant to NRS 639.210(4); and

C. As the managing pharmacist of Walgreens Pharmacy #4854 at the time of
the violations alleged in Case No. 18-021-RPH-A-S, including the failure to note the prescription
number on the original hard copy of prescriptions, in violation of NRS 639.236, NAC 639.706
and/or NAC 639.910, resulting in the duplicate prescriptions, Nguyen is responsible for those
violations and subject to discipline pursuant to NRS 639.210(12) and (15), NRS 639.220(1)
and/or NAC 639.702.

11. Respondents admit that evidence exists, and that Board’s staff prosecuting this
case could present such evidence at an administrative hearing, to establish a factual basis for the
violations alleged in the Accusation filed in Case Nos. 19-100-PH-S and 19-100-RPH-S, to wit,
that:

A. Nguyen violated NRS 585.370 and NAC 639.601(1) and engaged in
unprofessional conduct as defined in NAC 639.945(1)(i) he failed to segregate and/or dispose of
adulterated and/or expired drugs in the pharmacy’s inventory and is subject to discipline

pursuant to NRS 639.210(4) and (12);



B. Nguyen engaged in unprofessional conduct as defined in NAC
639.945(1)(h) when he misrepresented to the Board inspector that all adulterated and/or expired
drugs in the pharmacy’s inventory had been segregated and/or dispose of and is subject to
discipline pursuant to NRS 639.210(4) and (9); and

C. As the pharmacy/pharmacy owner at which the violations of law alleged
Case Nos. 19-100-PH-S and 19-100-RPH-S occurred, Walgreens Pharmacy #4854 is responsible
for those violations pursuant to NRS 639.230(5), NAC 639.702 and/or NAC 639.945(2).

12.  Those violations are plead with particularity in each Accusation and are grounds
for action pursuant to NRS 639.210 and NRS 639.255.

13.  To resolve this matter without incurring any further costs or the expense
associated with a hearing, the Board and Respondent Minhquang D. Nguyen, RPh, Certificate of
Registration No. 15913, stipulate to the following penalties. Nguyen’s Certificate of Registration
No. 15913 is hereby revoked pursuant to NRS 639.255(1)(d). The revocation is stayed, and
Nguyen is placed a probation for two (2) years pursuant to NRS 639.255(1)(b) subject to the
following conditions:

A. Nguyen currently owns and serves as managing pharmacist of ICARE
Pharmacy, License No. PH04402, which shall be subject to quarterly unannounced inspections
by Board staff at Nguyen’s expense pursuant to NRS 639.090, NRS 639.289, NAC 639.482
and/or NAC 639.935;

B. Pursuant to NRS 639.255(1)(e), Nguyen shall accept this Stipulation and
Order as a public reprimand regarding his duties and responsibilities as a managing pharmacist;

C. Pursuant to NRS 639.255(1)(f) and NAC 639.955(5), Nguyen shall pay a
fine of Five-Thousand Dollars ($5,000.00) for the violations;



D. Pursuant to NRS 622.400, Nguyen shall pay One Thousand Dollars
($1,000.00) to partially reimburse the Board for recoverable attorney’s fees and investigative
costs; and

E. Nguyen shall comply with all federal and state statutes and regulations
regarding controlled substances and dangerous drugs, and have no additional charges filed
against him while on probation.

Upon the successful completion of probation, Nguyen’s Certificate of Registration No.
15913 will be fully restored.

14.  To resolve this matter without incurring any further costs or the expense
associated with a hearing, the Board and Respondent Walgreens Pharmacy #4854, Pharmacy
License No. PH01293, stipulate to the following penalties:

A. Pursuant to NRS 639.255(1)(f) and NAC 639.955(5), Respondent
Walgreens Pharmacy #4854 shall pay a fine of Two-Thousand Dollars ($2,000.00) for the
violations; and

B. Pursuant to NRS 622.400, Respondent Walgreens Pharmacy #4854 shall
pay One-Thousand Dollars ($1,000.00) to partially reimburse the Board for recoverable
attorney’s fees and investigative costs.

15.  Any failure by any Respondent to comply with the terms of this Order may result
in issuance by the Executive Secretary of an order to show cause pursuant to NAC 639.965
directing the non-compliant Respondent(s) to appear before the Board at the next regularly
scheduled meeting for a show cause hearing. If such a hearing results in a finding of a violation
of this Order by any Respondent, the Board may impose additional discipline upon the non-
compliant Respondent(s) consistent with the provisions of NRS Chapter 639. If such a hearing
results in a finding of a violation of this Order by Nguyen, the Board may lift the stay and

immediately revoke Certificate of Registration No. 15913.



16.  General Counsel will present this Stipulation to the Board for approval pursuant
to NRS 622.330 at the Board’s regularly scheduled public meeting on June 14, 2023.
Respondents will appear in person at the meeting to answer questions from the Board Members
and/or Board Staff. The Board Members and Staff may discuss and deliberate regarding this
Stipulation, even if Respondents or counsel are not present at the meeting.

17.  The Board has discretion to accept this Stipulation, but it is not obligated to do so.
If this Stipulation is approved by the Board, it shall be a public record pursuant to NRS 622.330
and shall be reported to the National Practitioner Data Bank pursuant to 42 USC § 1396r-2 and
45 CFR Part 60.

18. If the Board rejects any part or all of this Stipulation, and unless they reach an
alternative agreement on the record during the hearing, the parties agree that a full hearing on the
merits of this matter may be heard by the Board at a later date. The terms and admissions herein
may not be used or referred to in a full hearing on the merits of this matter.

19. Upon approval of this Stipulation by the Board, Respondents shall pay the fines
agreed to herein by personal, business, certified or cashier’s check or money order made payable
to “State of Nevada, Office of the Treasurer,” to be received by the Board’s Reno office located
at 985 Damonte Ranch Parkway — Suite 206, Reno, Nevada 89521, within thirty (30) days of
entry of this Order.

20. Upon approval of this Stipulation by the Board, Respondents shall pay the
attorney’s fees and investigative costs agreed to herein by personal, business, certified or
cashier’s check or money order made payable to the “Nevada State Board of Pharmacy” to be
received by the Board’s Reno office located at 985 Damonte Ranch Parkway — Suite 206, Reno,
Nevada 89521, within thirty (30) days of entry of this Order.

21. Subject to the approval of this Stipulation by the Board, the Board and

Respondents agree to release one another from any and all additional claims arising from the



facts set forth in the Accusation on file herein, whether known or unknown that might otherwise

have existed on or before the effective date of this Order.

Respondents have fully considered the charges and allegations contained in the First
Amended Notice of Intended Action and Accusation in this matter, and the terms of this
Stipulation, and have knowingly and voluntarily agreed to the terms set forth herein, and
waived certain rights, as stated herein.

AGREED:
Signed this ___ day of June 2023 Signed this ___ day of June 2023
MINHQUANG D. NGUYEN, RPH WALGREENS PHARMACY #4854
Certificate of Registration No. 15913 Pharmacy License No. PH01293
APPROVED AS TO FORM AND Signed this ___ day of June 2023
CONTENT

this __ day of June 2023

WILLIAM J. STILLING, ESQ. BRETT KANDT, ESQ.
Counsel for Respondents General Counsel

Nevada State Board of Pharmacy



ORDER

The Nevada State Board of Pharmacy hereby adopts the foregoing Stipulation as to
Respondent Walgreens Pharmacy #4854, Pharmacy License No. PH01293, and Respondent
Minhquang D. Nguyen, RPh, Certificate of Registration No. 15913, in Case Nos. 19-100-PH-S,
19-100-RPH-S and 18-021-RPH-A-S, and hereby orders that the terms of the foregoing
Stipulation be made immediately effective upon execution below.

IT IS SO ORDERED.

Entered this ___ day of June 2023.

Helen Park, Pharm.D.
President
Nevada State Board of Pharmacy



BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY, CASE NOS. 18-021-PH-S

. 18-021-RPH-C-S
Petitioner,

V.

WALGREENS PHARMACY #4854,
Pharmacy License No. PH01293,

MINHQUANG D. NGUYEN, RPH, STIPULATION AND ORDER
Certificate of Registration No. 15913, [RESPONDENTS WALGREENS

PHARMACY #4854 & EFSTATHIOU
DIMITRIS EFSTATHIOU, RPH, ONLY]

Certificate of Registration No. 17277, and

MARIA CRUZ, RPH,
Certificate of Registration No. 18166,

Respondents.

Brett Kandt, General Counsel for Petitioner the Nevada State Board of Pharmacy
(Board), and Respondent Walgreens Pharmacy #4854, Pharmacy License No. PH01293, and
Respondent Dimitris Efstathiou, RPh (Efstathiou), Certificate of Registration No. 17277, jointly
by and through counsel, William Stilling, Esg. of Stilling & Harrison, HEREBY STIPULATE
AND AGREE THAT:

1. The Board has jurisdiction over Respondents and these matters.

2. On or about February 6, 2023, Board Staff served Respondents with the First
Amended Notice of Intended Action and Accusation (Accusation) on file in this matter together
with the Statement to Respondents and Notice of Hearing.

3. Respondents jointly filed an Answer and Notice of Defense to the Accusation.

4. Respondents are aware of the right to seek the advice of counsel in this matter and

obtained the advice of counsel prior to entering this Stipulation.
1



5. Respondents are aware of the right to a hearing on the matters alleged in the
Accusation, their right to reconsideration, their right to appeal, and any and all other rights which
may be accorded pursuant to NRS Chapter 233B, Nevada Administrative Procedure Act, NRS
Chapter 622A, Administrative Procedure Before Certain Regulatory Bodies, and NRS Chapter
639, Nevada Pharmacy Act.

6. Conditioned on the acceptance of this Stipulation by the Board, and with the
exception of the right to challenge any determination that Respondents, or any of them, have
failed to comply with the provisions of this Stipulation, Respondents hereby knowingly and
voluntarily waive their rights to a hearing, reconsideration, appeal and any and all other rights
related to this action that may be accorded to them by NRS Chapter 233B, Nevada
Administrative Procedure Act, NRS Chapter 622A, Administrative Procedure Before Certain
Regulatory Bodies, and NRS Chapter 639, Nevada Pharmacy Act.

7. Respondents admit that evidence exists, and that Board’s staff prosecuting this
case could present such evidence at an administrative hearing, to establish a factual basis for the
violations alleged in the Accusation, to wit, that:

A. By failing to place a fill sticker on the back of the original hard copy of the
prescription when filling prescription no. 1893870, Efstathiou violated NRS 639.236(2) and is
subject to discipline pursuant to NRS 639.210(12); and

B. As the pharmacy/pharmacy owner at which the violations of law alleged
herein occurred, Walgreens Pharmacy #4854 is responsible for those violations pursuant to NRS
639.230(5), NAC 639.702 and/or NAC 639.945(2).

7. Those violations are plead with particularity in the Accusation and are grounds for

action pursuant to NRS 639.210 and NRS 639.255.



8. To resolve this matter without incurring any further costs or the expense
associated with a hearing, the Board and Respondent Dimitris Efstathiou, Certificate of
Registration No. 17277, stipulate to the following penalties:

A. Pursuant to NRS 639.255(1)(f) and NAC 639.955(5), Respondent
Efstathiou shall pay a fine of One-Thousand Dollars ($1,000.00) for the violations; and

B. Pursuant to NRS 622.400, Respondent Efstathiou shall pay Five-Hundred
Dollars ($500.00) to partially reimburse the Board for recoverable attorney’s fees and
investigative costs.

9. To resolve this matter without incurring any further costs or the expense
associated with a hearing, the Board and Respondent Walgreens Pharmacy #4854, Pharmacy
License No. PH01293, stipulate to the following penalties:

A. Pursuant to NRS 639.255(1)(f) and NAC 639.955(5), Respondent
Walgreens Pharmacy #4854 shall pay a fine of Two-Thousand Dollars ($2,000.00) for the
violations; and

B. Pursuant to NRS 622.400, Respondent Walgreens Pharmacy #4854 shall
pay One-Thousand Dollars ($1,000.00) to partially reimburse the Board for recoverable
attorney’s fees and investigative costs.

10.  Any failure by any Respondent to comply with the terms of this Order may result
in issuance by the Executive Secretary of an order to show cause pursuant to NAC 639.965
directing the non-compliant Respondent(s) to appear before the Board at the next regularly
scheduled meeting for a show cause hearing. If such a hearing results in a finding of a violation
of this Order by any Respondent, the Board may impose additional discipline upon the non-
compliant Respondent(s) consistent with the provisions of NRS Chapter 639.

11. General Counsel will present this Stipulation to the Board for approval pursuant

to NRS 622.330 at the Board’s regularly scheduled public meeting on June 14, 2023.
3



Respondents will appear in person at the meeting to answer questions from the Board Members
and/or Board Staff. The Board Members and Staff may discuss and deliberate regarding this
Stipulation, even if Respondents or counsel are not present at the meeting.

12.  The Board has discretion to accept this Stipulation, but it is not obligated to do so.
If this Stipulation is approved by the Board, it shall be a public record pursuant to NRS 622.330
and shall be reported to the National Practitioner Data Bank pursuant to 42 USC § 1396r-2 and
45 CFR Part 60.

13. If the Board rejects any part or all of this Stipulation, and unless they reach an
alternative agreement on the record during the hearing, the parties agree that a full hearing on the
merits of this matter may be heard by the Board at a later date. The terms and admissions herein
may not be used or referred to in a full hearing on the merits of this matter.

14.  Upon approval of this Stipulation by the Board, Respondents shall pay the fines
agreed to herein by personal, business, certified or cashier’s check or money order made payable
to “State of Nevada, Office of the Treasurer,” to be received by the Board’s Reno office located
at 985 Damonte Ranch Parkway — Suite 206, Reno, Nevada 89521, within thirty (30) days of
entry of this Order.

15. Upon approval of this Stipulation by the Board, Respondents shall pay the
attorney’s fees and investigative costs agreed to herein by personal, business, certified or
cashier’s check or money order made payable to the “Nevada State Board of Pharmacy” to be
received by the Board’s Reno office located at 985 Damonte Ranch Parkway — Suite 206, Reno,
Nevada 89521, within thirty (30) days of entry of this Order.

16.  Subject to the approval of this Stipulation by the Board, the Board and
Respondents agree to release one another from any and all additional claims arising from the
facts set forth in the Accusation on file herein, whether known or unknown that might otherwise

have existed on or before the effective date of this Order.

4



Respondents have fully considered the charges and allegations contained in the First
Amended Notice of Intended Action and Accusation in this matter, and the terms of this
Stipulation, and have knowingly and voluntarily agreed to the terms set forth herein, and
waived certain rights, as stated herein.

AGREED:

Signed this ___ day of June 2023

WALGREENS PHARMACY #4854
Pharmacy License No. PH01293

Signed this ___ day of June 2023

DIMITRIS EFSTATHIOU, RPH
Certificate of Registration No. 17277

APPROVED AS TO FORM AND Signed this ___ day of June 2023
CONTENT
this__ day of June 2023

WILLIAM J. STILLING, ESQ. BRETT KANDT, ESQ.
Counsel for Respondents General Counsel
Nevada State Board of Pharmacy



ORDER

The Nevada State Board of Pharmacy hereby adopts the foregoing Stipulation as to
Respondent Walgreens Pharmacy #4854, Pharmacy License No. PH01293, and Respondent
Dimitris Efstathiou, RPh, Certificate of Registration No. 17277, in Case Nos. 18-021-PH-S and
18-021-RPH-C-S, and hereby orders that the terms of the foregoing Stipulation be made
immediately effective upon execution below.

IT IS SO ORDERED.

Entered this ___ day of June 2023.

Helen Park, Pharm.D.
President
Nevada State Board of Pharmacy
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NEVADA STATE BOARD
OF PHARMACY

BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY, Case No. 22-027-CS-S

Petitioner,
V.
STIPULATED FACTS
JONATHAN R. SORELLE, MD,
Certificate of Registration Nos. CS16072 and
PD00567,

Respondent.

Brett Kandt, General Counsel for Petitioner the Nevada State Board of Pharmacy
(Board), and Respondent Jonathan R. Sorelle, MD, Certificate of Registration Nos. CS16072 and
PD00567, by and through counsel, Joshua M. Dickey, Esq., HEREBY STIPULATE TO THE
FOLLOWING OPERATIVE FACTS IN THIS MATTER:'

1. The Nevada State Board of Pharmacy (Board) has jurisdiction over this matter
because at the time of the events herein, Respondent Jonathan R. Sorelle, MD, held a controlled
substance registration, Certificate of Regjstration No. CS16072, and dispensing practitioner
registration, Certificate of Registration No..PD00567, issued by the Board.

2. On or about May 9, 2019, Board staff conducted an annual inspection of
Respondent’s practice, the Minimally Invasive Hand Institute, located at 9080 W. Post Road
#200 in Las Vegas. The inspection revealed that Respondent’s dispensing technician, Ashley
Pagan, Certification of Registration No. TDO01687, failed to properly segregate and/or dispose of

expired dangerous drugs, including, without limitation:

! All agreements and admissions made by Respondent are solely for final disposition of this matter before

the Board and any subsequent related administrative proceedings before the Board or civil litigation involving the
Board and Respondent. Therefore, Respondent’s agreements and admissions are not intended or made for any other
use, such as in the context of another State or Federal government regulatory agency proceeding, any State or
Federal civil or criminal proceeding, and State or Federal court proceeding, and/or any credentialing and/or
privileges matter.

1




A, Losartan 50mg — Expiration 12/2017
B. Ciprofloxacin 500mg — Expiration 12/2018
. Marcaine 50ml vial — Expiration 12/2018

3. The inspection also revealed that Ms. Pagan dispensed a limited number of
prescriptions without Respondent’s initials verifying that he had checked the prescriptions for
accuracy. None of the prescriptions that were dispensed without Respondent’s initials were
controlled substances.

4. Respondent relieved Ms. Pagan from her duties as dispensing technician, the
expired medications were promptly and properly disposed of, and additional measures were put
into place to ensure that expired medications are properly segregated and/or disposed of in
conformance with federal and state law.

5. The two subsequent annual inspections of the Minimally Invasive Hand Institute
did not reveal any further deficiencies with regard to the proper segregation and/or disposal of
expired drugs or the verification of dispensed prescriptions.

6. A separate Board investigation initiated in September of 2021 revealed one-
hundred twenty-one (121) fraudulent prescriptions for Oxycodone 30mg, 90 tablets, falsely
documenting Respondent as the prescribing practitioner, were issued from July 13, 2020, to
September 9, 2021 as follows:

e July 2020 - 6 fraudulent prescriptions

e August 2020 - 5 fraudulent prescriptions

e September 2020 - 3 fraudulent prescriptions

e October 2020 - 5 fraudulent prescriptions

e November 2020 - 3 fraudulent prescriptions

e December 2020 - 5 fraudulent prescriptions

e January 2021- 6 fraudulent prescriptions

e February 2021 - 5 fraudulent prescriptions

2




e March 2021 - 10 fraudulent prescriptions

e April 2021 - I5 fraudulent prescriptions

e May 2021 - 10 fraudulent prescriptions

e June 2021 — 15 fraudulent prescriptions

e July 2021 — 15 fraudulent prescriptions

e August 2021 — 15 fraudulent prescriptions

e September 2021 — 3 fraudulent prescriptions

i Respondent fully cooperated in the Board’s investigation and a related criminal
investigation, which revealed no evidence of Respondent or his staff’s actual involvement in the
forged prescriptions or the resulting unlawful diversion of approximately 10,890 Oxycodone
tablets.

8. Respondent did not review his prescriber activity (MyRx) in the Prescription
Monitoring Program (PMP) between September 23, 2016, and August 13, 2022.

9. Prior to December 2022, Respondent had staff members Leticia Tamayo, Shelby
Jackson, and Gary Gaje, access the PMP using his credentials to obtain patient utilization reports
for Respondent’s review prior to Respondent’s issuance of controlled substance prescriptions.

10. On or about December 28, 2022, Leticia Tamayo and Shelby Jackson were
approved by the Board as delegates to access the PMP and to obtain patient utilization reports on

behalf of Respondent.



Respondent has fully considered the charges and allegations contained in the First Amended
Notice of Intended Action and Accusation in this matter and has knowingly and voluntarily
agreed to the stipulated facts set forth herein and thereby waived certain rights to contest
the stipulated facts and to require the State to prove each stipulated fact by a preponderance
of evidence.

AGREED:
~ #
Signed this 2™2 day of June 2023 Signed this é_ day of June 2023
\ - / /
% (\<)Av A /% Pl Pt B ). 10257
JONATHAN-R. SORELLE, M, BRET'WQANDT, ESQ. Y 67 behfof
ertificate of Registration Nos. CS16072 and General Counsel
PD00567 Nevada State Board of Pharmacy

APPROVED AS TO FORM AND CONTENT
this 5th day of June 2023

T T
e

JOSHUA M. DICKEY, ESQ.
Counsel for Respondent
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June 14, 2023

Via Email: bkandt@pharmacy.nv.gov

Brett Kandt, Esq., General Counsel
Nevada State Board of Pharmacy

985 Damonte Ranch Parkway, Suite 206
Reno, Nevada 89521

Re: Nevada State Board of Pharmacy v. Jonathan Sorelle, MD, Case No. 22-027-CS-S
Dear Mr. Kandt:

The Board of Pharmacy’s First Amended Notice of Intended Action and Accusation (the
“Complaint”) contains two claims for diversion. Specifically, Counts One and Two allege
violations of the Federal Controlled Substance Act and Nevada Law, specifying that:

By failing to review his prescriber activity in the PMP and enabling persons to act under
Respondent’s authority to issue one-hundred twenty one (121) fraudulent prescriptions
for Oxycodone 30mg, 90 tablets, resulting in the unlawful diversion of 10,890
Oxycodone tablets as alleged in Paragraphs 4 and 5 herein, Respondent violated,
attempted to violate, assisted or abetted in the violation of or conspired to violate, or
knowingly permitted, allowed, condoned or failed to report a violation of [federal law
and state law] and is subject to discipline pursuant to NRS 453.236(1) and NRS
639.210(11) [and (12)].

Neither the law nor the evidence supports a finding of diversion. Rather, the Stipulated
Facts provide that “Respondent fully cooperated in the Board’s investigation and a related
criminal investigation, which revealed no evidence of Respondent’s actual involvement in the
forged prescriptions or the resulting unlawful diversion of approximately 10,890 Oxycodone
tablets.! Absent some participation in the underlying criminal activity, Dr. Sorelle cannot have
committed diversion.

Nor can there be any doubt that Dr. Sorelle lacked both the knowledge and requisite
mental state to be liable for aiding and abetting or conspiring to engage in diversion. See United
States v. Klimavicius-Viloria, 144 F.3d 1249, 1264 (9th Cir. 1998) (“To aid and abet, “it is
necessary that a defendant in some sort associate himself with the venture, that he participate in
it as in something that he wishes to bring about, that he seeks by his action to make it

! Stipulated Facts 4 7.



BAILEY «
KENNEDY

ATTORNEYS AT LAW

Brett Kandt, Esq.
June 14, 2023
Page 2

succeed.’...” The government must show more than mere participation; the defendant must
‘intentionally assist[ ] in the venture’s illegal purpose.’”) (citations omitted); United States v.
Otunye, 995 F.3d 1191, 1210 (10th Cir. 2021) (conspiracy requires “(1) an agreement with
another person to violate the law, (2) knowledge of the essential objectives of the conspiracy, (3)
knowing and voluntary involvement, and (4) interdependence among the alleged conspirators.”)
(citations omitted). See also Sharma v. State, 118 Nev. 648, 655, 56 P.3d 868, 872 (2002) (aiding
and abetting in the criminal context requires one to “knowingly [aid] the other person with the
intent that the other person commit the charged crime.”); Dow Chemical Co. v. Mahlum, 114
Nev. 1468, 1490-91, 970 P.2d 98, 112-13 (1998), rev’d on other grounds, GES, Inc. v. Corbitt,
117 Nev. 265, 271,21 P.3d 11, 15 (2001). (2002) (A party must knowingly and substantially
assist “or encourage another’s conduct in breaching a duty to a third person” in order for civil
liability for aiding and abetting to attach); see also Guilfoyle v. Olde Monmouth Stock Transfer
Co., Inc. 130 Nev. 801, 812—-13, 335 P.3d 190, 198 (2014).

We accordingly request that the Board agree to dismiss Counts One and Two in the
Complaint as lacking any basis in law or in fact. Please feel free to reach out if you have any
questions or would like to discuss this further. Thank you.

Sincerely,
= Zba 7. L2

i
Joshua M. Dickey

JMDA\rc



FILED

JUN 12023
NEVADA STATE BOARD
BEFORE THE NEVADA STATE BOARD OF PHARMACY
NEVADA STATE BOARD OF PHARMACY, Case No.  17-105-PH-S
17-105-RPH-A-S
Petitioner, 17-105-RPH-B-S
V. 17-105-RPH-C-S

WALGREENS PHARMACY #3842,
Pharmacy License No. PH01249,

KRISTI NGUYEN, RPH,
Certificate of Registration No. 18861, STIPULATED FACTS

CHERYL METTUS, RPH,
Certificate of Registration No. 17225, and

THUY TRANDAC, RPH,
Certificate of Registration No. 17658,

Respondents,

Brett Kandt, General Counsel for Petitioner the Nevada State Board of Pharmacy
(Board), and Respondent Kristi Nguyen, RPH (Nguyen), Certificate of Registration No. 18861,
Respondent Cheryl Mcttus, RPH (Mettus), Certificate of Registration No. 17225, and
Respondent Thuy TranDac, RPH (TranDac), Certificate of Registration No. 17658, and
Respondent Walgreens Pharmacy #3842, Pharmacy License No. PH01249, jointly by and
through counsel, William Stilling, Esq. of Stilling & Harrison, HEREBY STIPULATE TO
THE FOLLOWING OPERATIVE FACTS IN THIS MATTER:

1. The Board has jurisdiction over this matter because at the time of the events
alleged herein, Respondent Nguyen, Certificate of Registration No. 18861, Respondent Mettus,
Certificate of Registration No. 17225, and Respondent TranDac, Certificate of Registration No.
17638, were pharmacists registered with the Board, and Respondent Walgreens Pharmacy

#3842, Pharmacy License No. PH01249, was a pharmacy licensed by the Board.



2. Respondents Nguyen, Mettus and TranDac were employed by Walgreens
Pharmacy #3842 at the time of the events herein.

3. On or about August 13, 2017, an electronic prescription from practitioner M.S.
was transmitted to Walgreens Pharmacy #3842 for gabapentin 600 mg tablets for patient T.M.,
designated prescription no. 2931510, and dispensed to the patient.

4. On or about August 16, 2017, T.M. tendered a written prescription from
practitioner E.S. for gabapentin 300 mg capsules for T.M to Walgreens Pharmacy #3842; this
was designated prescription no. 2933209. Data review for prescription no. 2933209 was
performed by a Walgreens pharmacist located in an out-of-state Central Pharmacy Operation
Center (CPO), who was not registered with the Board; during data review DUR alerts were
overridden. On or about August 18, 2017, Respondent Mettus dispensed prescription no.
2933209 to the patient.

5. On or about August 29, 2017, T.M. tendered two (2) written prescriptions from
practitioner Z.G. for T.M to Walgreens Pharmacy #3842: 1) Aricept (generic donepezil) 5 mg,
designated prescription no. 2939936; and 2) Seroquel (generic quetiapine) 100 mg, designated
prescription no, 2939938. Prescription no. 2939936 included an order to discontinue Zaleplon 5
mg capsules previously prescribed by practitioner W.T. and designated prescription no. 2933781.
Data review for prescription no. 2939936 was performed by a Walgreens pharmacist located in
an out-of-stale CPO, who was not registered with the Board. Respondent Nguyen performed
product review on prescription no. 2939936. The Zaleplon 5 mg prescription no. 2933781 was
not discontinued.

6. On or about September 13, 2017, T.M. tendered a written prescription from
practitioner Z.G. for Zyprexa (generic olanzapine) 10 mg tablets for T.M. to Walgreens
Pharmacy #3842; this was designated prescription no. 2948045. The prescription also had an

order to discontinue Seroquel (generic quetiapine). Data review for prescription no. 2948045

2



was performed by a Walgreens pharmacist located in an out-of-state CPO, who was not
registered with the Board. Respondent Nguyen overrode a DUR alert that olanzapine and
quetiapine are similar therapies.

7. On or about September 24, 201 7, Respondent TranDac overrode DUR alerts and
refilled prescription no. 2939936.

8. On or about September 27, 2017, Respondent Mettus performed product review
and dispensed Seroquel (generic quetiapine) 200 mg tablets for prescription no. 2942008, and
refilled prescription no. 2939938 for quetiapine 100 mg tablets. DUR alexts for both
prescriptions were overridden by a Walgreens pharmacist located in an out-of-state CPO, who
was not registered with the Board.

9. On or about September 27, 2017, Respondent Mettus performed product review
and refilled prescription no. 2933781 for Zaleplone 5 mg; in the process Mettus overrode a DUR
alert on the belief that the prescribing practitioner had determined it medically appropriate for

T.M. to take the medication for longer than the recommended duration of 35 days.

AGREED: ﬁ

Signed this / day of June 2023 F Signed this day of June 2023
WILLIAM §JALLING, ESQ. BRE T, ESQ.

Counsel for Respondents General Counsel

Nevada State Board of Pharmacy



EXHIBIT 1
Case No. 22-479-CS-S
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NEVADA STATE BOARD OF PHARMACY
985 Damonte Ranch Parkway, Suite 206 - Reno, NV 89521 - (775) 850-1440

CONTROLLED SUBSTANCE APPLICATION

Non-Refundable $200 fee
Rev (05/19/2021)

(This application cannot be used by PA’s or APRN'’s)

Section 1: Pe
First Middle: /4 s Lasts ~ gpur st
Date of Birth: SSN or ITIN Sex: &M OF 0OX

Co. Scharp Ao

Home Address:

City: V. : State: zip: K11 7
Telephone: Email: __ uf st 0 A4 C:: 54:1 ‘ ﬁ S %gz? "
Degree:_ M A Practitioner License #: __2; 5% Specialty: § 7 cf

(You MUST have a current and active license with your respective BOARD to apply for and maintain a controlled substance registration.)

Section 2: Practice Information (A practice address is required for processing of your application.)
Practice Name (if any): ng % 7 aSt) e Su/l S 47

Practice Address: 0 6 S ©& J. dabena /AM Suite #:

City: __Lag l/fq/ﬂ' State: /V/ Zip: S

Telephone: /02 ?57 2473 Fax: oL Y38 Do Email: [ 77

Section 3: Military Service (NRS 622.120)

Yes

No

1. Have you ever served on active duty in the Armed Forces of the United States and separated from
such service under conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

2. Have you ever been assigned to duty for a minimum of 6 continuous years in the National Guard or a
reserve component of the Armed Forces of the United States and separated from such service under
conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

3. Have you ever served the Commissioned Corps of the United States Public Health Service or the
Commissioned Corps of the National Oceanic and Atmospheric Administration of the United States in the
capacity of a commissioned officer while on active duty in defense of the United States and separated
from such service under conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

Section 4: Federally Mandated Requirement (NRS 425.520, NRS 639.129)

Yes

1. Areyou the subject of a court order for the support of a child? (If “yes”, answer question 2.)

2. Areyou in compliance with the order or the plan approved by the district attorney or other public
agency enforcing the order for the repayment of the amount owed pursuant to the order?

L YANL
\
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Section 5: Personal and Professional History Yes | No

1. Have you been diagnosed or treated for any mental iliness, including alcohol or substance abuse, or /,-
physical condition that would impair your ability to perform the essential functions of your license?

2. Have you been charged, arrested or convicted of a felony or misdemeanor in any state? / I

3. Have you been the subject of a board citation or an administrative action whether completed or //
pending in any state?

4. Has your license been subjected to any discipline for violation of pharmacy or drug laws in any state? /

If you marked YES to any questions above, include the following information and provide a signed statement of explanation.
Copies of any documents that identify the circumstance or contain an order, agreement or other disposition is required.

Board Administrative Action:

State:

Date: Case #:

Criminal Action:

State:

Date:

Case #: County: Court:

I certify under penalty of perjury that the information contained in this application is accurate, true and
complete in all material respects. | understand that making any false representation in this application is a
crime under NRS 639.281. | understand that, pursuant to NRS 239.010, this entire application and any
portion thereof is a public record unless otherwise declared confidential by law, and will be considered by
the Nevada State Board of Pharmacy at a public meeting pursuant to NRS 241.020. In the event this
application is approved | agree to comply with all applicable federal and state statutes and regulations
governing this license or registration and understand that any violation may result in discipline.

//(A/(O/M @/{-z/ (

1fex /2 2

Print Name (First, Last)

Date

(s /22

Original Signature (electronvc, copies or stamps not accepted) Date

Board Use Only: Date Processed:

Amount: 72 00 ol 5

/222

MalcolmPaul003



Nevada State Board of

~ Medical Examiners

LICENSE CARD.

3 This 0,certify that | Licangs #
. MALCOLW DAVID PAUL ‘ 21553
hoigs AGTIVE status a5 a I5sue !:):ala-‘l
1
in: tha siste of Hevada i 8ocHrancs wiks &*“;"ﬂmﬂ H“I“-““?

Hevada Revised Statutes Chapter 630,

Fér tha most op-t-dala micenition phout s Sicenses

'
i
i
]
b
]
! Madicel Dostor
]
1)
1
'
! pleuavlahmonbne fcanses laokus at ratuoted.av.gav,

ol i -

THIS 1S YOUR- WALBET L.D. CARD. SIGN,
T ~PETACHANDCARRY IT WITH YOU AS
YOU WOULD YOUR:DRIVER'S LICENSE.
THERE IS A FEE TO {EPLACE THIS CARD™ [~ - -

P R TR T

9

NEVA DA STATE BOARD .
OF MEDICAL EXAMINERS
9600 Ghteway Drive, Reno,
Nevada$9521 |
. This ce ‘_'lf ies that:

Medical Doctor hcensure rr {the state of Newada in
accordance with Nevada RE’vssed Statutes Chapter 630.

License No: "1553 , Efﬁ cuve /2812021

6/30/2023. .
M ot -

Llccnscc. Stg,naturc\ .

DEA REGISTRATION "THI Gi i
;;J:MBER - EX\LSH?EESG ISTRATION™ ’I;EJED
1056096 03-31-2025  $888 T
;CZH;DULES BUSINESS ACTIVITY 1SBUE DATE
2N, PRACTITIONER X
N, 12-27-2021
) gﬁ%& MALCOLM
PLASTIC SURGERY
7G50 W. SAHARA AVE
fAS VEGAS, NV 894 17-0G060

e e e #
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NEVADA STATE BOARD OF PHARMACY
" 985 Damonte Ranch Parkway, Suite 206 - Reno, NV 89521 - (775) 850-1440

CONTROLLED SUBSTANCE APPLICATION
Non-Refundable $200 fee
Rev (05/19/2021)

(This application cannot be used by PA’s or APRN's)

Section 1: Personal Information
First:
Date of Birth:

.4 o
Last: __[ 4’”2’

M OF OX

Home Address:

City: Z ; =0 7 [/

' = /- p 7 7
Degree: Jﬁ:—\% Practitioner License #: &[ :) ﬁ 3 Specialty: .}’1(/./ 7/C h‘-é (L}(-"//

2
(You MUST have a current and active license with your respective BOARD to apply for and maintain a controlled substance registration.)

Section 2: Practice lnformaﬂon (A pr addrasianulndiorpromﬂmofyo application.)
Practice Name (if any): l/‘( I‘(f’)ﬂlf éf')" 7Y
Practice Address: 7é 57/ w, [:,OI{WHJ* u(‘i’\'h Suite #:
ay:_Ldd EEA] state: AL/ zio: £G// 7

Telephone:(\'7[’}',/rf:‘?o‘;f Fax{ '76}/ f? o Email: ; .
X 708 ( THFY @o b MTH JUACERY , Chwr
Section 3: Military Service (NRS 622.120) ' Yes

1. Have you ever served on active duty in the Armed Forces of the United States and separated from
such service under conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

2. Have you ever been assigned to duty for a minimum of 6 continuous years in the National Guard or a
reserve component of the Armed Forces of the United States and separated from such service under
conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

3. Have you ever served the Commissioned Corps of the United States Public Health Service or the
Commissioned Corps of the National Oceanic and Atmospheric Administration of the United States in the
capacity of a commissioned officer while on active duty in defense of the United States and separated
from such service under conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

N\ N E

Section 4: Federally Mandated Requirement (NRS 425.520, NRS 639.129) Yes
1. Are you the subject of a court order for the support of a child? (If “yes”, answer question 2.)

2. Are you in compliance with the order or the plan approved by the district attorney or other public
agency enforcing the order for the repayment of the amount owed pursuant to the order?

ANANL

| 1433
12|\3
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1. Have you 'been dlagnosed or treated for any mental illness, including alcohol or substance abuse, or
physical condition that would impair your ability to perform the essential functions of your license?

AY

2. Have you been charged, arrested or convicted of a felony or misdemeanor in any state?

3. Have you been the subject of a board citation or an administrative action whether completed or
pending in any state?

MNANANAN

4, Has your license been subjected to any discipline for violation of pharmacy or drug laws in any state?

If you marked YES to any questions above, include the following information and provide a signed statement of explanation.

Copies of anv documents that ldentlfv the cm:umstance or contam an order, ggreement or other dlsgosmon is regulred

| certify under penalty of perjury that the information contained in this application is accurate, true and
complete in all material respects. | understand that making any false representation in this application is a
crime under NRS 639.281. | understand that, pursuant to NRS 239.010, this entire application and any
portion thereof is a public record unless otherwise declared confidential by law, and will be considered by
the Nevada State Board of Pharmacy at a public meeting pursuant to NRS 241.020. In the event this
application is approved | agree to comply with all applicable federal and state statutes and regulations
governing this license or registration and understand that any violation may result in discipline.

S ket ,ﬂ,m, /517y,

Print Name (Flrst Last) Date
/&/L %
Original Signature (electronic, copies or stamps not accepted) Date

I]anrd Use Only: Date Processed: Amount: ,ﬁZm oy 1 I]

MalcolmPaul006



Malcolm David Paul

License Number:
License Type:

License Status:

Initial License Date:

Expiration Date:
Public Address:
Public City:
Public State:
Public ZIP Code:

Public Country:

Public Phone Number:

Specialties
Specialty

Surgery,Plastic

Education History

Institution

University of Maryland School of

Medicine

Postgraduate Training
Institution
Mount Sinai Hospital

George Washington
University Program

George Washington
University Program

Board Actions

Degree/Certificate

Medical Doctor Degree

Program Type

Internship/Residency

Residency

Fellowship

21553

Medical Doctor
Active

Sep-28-2021
Jun-30-2023

7650 W Sahara Ave.
Las Vegas

Nevada

89117

United States

(702) 863-7891

Specialty Type

Surgery,General

Surgery,General

Surgery,Plastic

Date Enrolled

Aug-01-1965

Start Date

Jul-01-1969

Jul-01-1971

Jul-01-1973

Powered by Thentia Cloud (https://www.thentia.com)

Date To

Jul-01-1969

End Date

Jun-30-1971

Jun-30-1973

Jun-30-1975

MalcolmPaul007



Summary Attachments

None.

Current Employment Status / Conditions / Restrictions on License / Prior Malpractice Claims
Summary Attachments

None.

MalcolmPaul008




Fw: PENDING Controlled Substance Number to Apply/Transfer for DEA

Monitoring Program <pmp@pharmacy.nv.gov> ‘ | g
Thu 9/29/2022 9:56 AM [ K
To: Shannan Johns <Sjohns@pharmacy.nv.gov>

) (& i

AWE NN

Thank you,
Nevada Prescription Monitoring Program 7o ‘{ 7 q ’—S
775-687-5694 Z

This information is provided as a courtesy on behalf of the Nevada Prescription Monitoring Program. This information does not constitute legal advice

and does not override the specific provisions of Nevada law as applied to a particular set of facts.

CONFIDENTIALITY NOTICE: This message and any accompanying documents are intended only for the use of the individual or entity to which they are
addressed. They may contain information that is proprietary, privileged, confidential or exempt from disclosure under applicable Federal or State law. If
the reader of this message is not the intended recipient, you are hereby notified that you are strictly prohibited from reading, using, sharing or copying
this communication or its contents. If you have received this email in error, please notify the sender immediately and destroy the original transmission.
Thank you.

From: Monitoring Program <pmp@pharmacy.nv.gov>

Sent: Monday, February 14, 2022 11:15 AM

To: Candy Nally <cnally@pharmacy.nv.gov>

Subject: Re: PENDING Controlled Substance Number to Apply/Transfer for DEA

PMP NOT ready

Thank you,

Nevada Prescription Monitoring Program
775-687-5694

This information is provided as a courtesy on behalf of the Nevada Prescription Monitoring Program. This information does not constitute legal advice
and does not override the specific provisions of Nevada law as applied to a particular set of facts.

CONFIDENTIALITY NOTICE: This message and any accompanying documents are intended only for the use of the individual or entity to which they are
addressed. They may contain information that is proprietary, privileged, confidential or exempt from disclosure under applicable Federal or State law. If
the reader of this message is not the intended recipient, you are hereby notified that you are strictly prohibited from reading, using, sharing or copying
this communication or its contents. If you have received this email in error, please notify the sender immediately and destroy the original transmission.
Thank you.

From: Candy Nally <cnally@pharmacy.nv.gov>

Sent: Monday, February 14, 2022 7:10 AM

To: Monitoring Program <pmp@pharmacy.nv.gov>

Subject: FW: PENDING Controlled Substance Number to Apply/Transfer for DEA

From: Malcolm Paul M.D. <mpaulmd@hotmail.com>
Sent: Sunday, February 13, 2022 3:21 PM

MalcolmPaul009



To: Candy Nally <cnally@pharmacy.nv.gov>
Subject: Re: PENDING Controlled Substance Number to Apply/Transfer for DEA

'WARNING - This email originated from outside the State of Nevada. Exercise caution when opening
attachments or clicking links, especially from unknown senders.
Dear Candy,

| was unable to go to: nevada.pmpaware.net

The site could not be opened on my computer.

Please advise

thank you,

|
|
1
i

Malcolm D. Paul, M.D., FACS
Clinical Professor of Surgery
Department of Plastic Surgery
University of California, Irvine
1401 Avocado Ave., Suite 810
Newport Beach, CA 92660
Office Phone: (949) 760-5047

Office Fax: (949) 706-7880
Mobile:_

The information contained in this email may be confidential and/or legally privileged. It has been sent for the sole use
of the intended recipient(s). If the reader of this message is not an intended recipient, you are hereby notified that any
unauthorized review, use, disclosure, dissemination, distribution, or copying of this communication, or any of its
contents, is strictly prohibited. If you have received this communication in error, please contact the sender by reply
email and destroy all copies of the original message

From: Candy Nally <cnally@pharmacy.nv.gov>

Sent: Monday, December 13, 2021 12:17 PM

To:

Cc: Zavestoski, Jennifer N. <Jennifer.N.Zavestoski2@dea.gov>; Mark |. Sedar <msedar@pharmacy.nv.gov>
Subject: PENDING Controlled Substance Number to Apply/Transfer for DEA

Name: Malcolm Paul, MD

Follow each step below IN ORDER to ensure successful processing of your application.

Step 1: Your PENDING CS registration number is: 114363

Expiration Date: 10/31/2022

You will receive your ACTUAL CS registration number after you complete Steps 2 and 3 below.

Step 2: Obtaining your Drug Enforcement Administration (DEA) number

A. Complete the on-line DEA application at deadiversion.usdoj.gov. If you already have a DEA number
from another state, and you want to transfer that DEA number to Nevada, you will need to complete
“Make changes to my DEA registration”. (*NOTE: You must have your PENDING CS registration
number to complete the DEA application or the Registration Change Requests form.)

B. Once you complete the DEA application or the Registration Change Requests form, you will receive
your DEA certificate in the mail. You MUST email (cnally@pharmacy.nv.gov) a copy of your Nevada
DEA certificate to the Nevada State Board of Pharmacy. Once you email a copy of your Nevada

MalcolmPaul0010



DEA certificate to the Nevada State Board of Pharmacy, proceed to Step 3 to apply for your PMP
account.

Step 3: Nevada Prescription Monitoring Program (PMP)_account

(VETERINARIANS ARE EXEMPT FROM THIS STEP)

A. Go to nevada.pmpaware.net and complete the on-line PMP application: YOU WILL USE YOUR
PENDING CS NUMBER TO APPLY FOR THE PMP ONCE YOU HAVE RECEIVED YOUR DEA.

B. Click “Create an Account” and follow the instructions.

YOU ARE NOT AUTHORIZED TO PRESCRIBE CONTROLLED SUBSTANCES
UNTIL WE HAVE A COPY OF YOUR DEA, YOU HAVE REGISTERED WITH
THE PMP AND HAVE RECEIVED YOUR PERMANENT CONTROLLED
SUBSTANCE CERTITICATE OF REGISTRATION. THE PENDING NUMBER
CANNOT BE USED FOR CREDENTIALING PURPOSES.

Thanks,

Candy M. Nally

Licensing Specialist

Nevada State Board of Pharmacy
cnally@pharmacy.nv.gov

This information is provided as a courtesy on behalf of the Nevada State Board of Pharmacy. This information
does not constitute legal advice and does not override the specific provisions of Nevada law as applied to a
particular set of facts.

MalcolmPaul0011



EXHIBIT 2
Case No. 22-479-CS-S
Malcolm Paul, M.D.
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[ 11:26:363.m. 03-30~2023

7027962950 |

05/38/2023 11:41AM 7827362980

RX# 250631453 - Rx lmage
Massaqe ID:  MID1376BTIDINEWRX20482
Patients !

Addrass; inehurst dr Las Vegas NV 89109

— i —

.
A e g —n o rht

]
i
)
1

DOB: nder: F  MRN: 21966
Phanet PR
DAW: NQ PRODUCT SELECTION INDICATED Prior Auth:
DAW Reasoni Start Date: 12-30-2021
Prescribed Drug: ‘ Written Date: 12-30-2071
Percacet 10 ing-325 mg tablet Received pare;  12-30-2021
Recaivad Time:  10:00 AM
Prescribad NDC: | 634B1-0629-70 Senht Date: ' 12-30-2021
Strangth: 10-325 Qtyz dO.Q Sent Tima: 10:00 AM
Forms: unit: Tablet Expiry Bate:
Days Supply: 7,0 Refills Auth: © Delivery Due;
DEA Schedule: C-I} Digital Signature; Y b
Diagnosis Codes: i
1 tab poq 4-8 hours pro paln 989,28 z41.1 E
Message: 3
’ ;
12T Authorizing Agant: 5 ’ ..c 2 “un U
. &1 35 RraSrien Mﬁlso?m‘?auF PR &N W g ol
% . %3' i g;; Addreys: 76§o g;.tzara,gvenga "L VegEs rw% ph& ne: 7%9-83 ‘s% & ) i
SRR ¥ -~ phdRe: 7055 ?ERIWJY)
’““DER‘ AP6532088 NP § 1124105253 {FAX)
Supervising Pmscutpgnu,: v,. "z.. 0 T 2 TR I ’ -'-*,A,_"J_,‘, S
Addreys: N n e R B CPnoneiE £t i L
oo .-.,"* N L B

Electronicaily Signed by: Malcolm Paul
From ID! 6453085493007

Rx electronically transmitted to:

Sav-On Pharmacy #6062

2885 East Desert Inn Roadlas Vegasnvesl21
2082242

Time User

‘Ewom.lﬂ'*“‘“' & -

!

O o

Image Note

PAGE

B2/82
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@ Audit / Board of Pharmacy Inspection Report

Rx #: 2880260-3 Store #: 5369 Sold Date: 01/03/2022
Prescription Image Side 1
12/30/2021 eRx
DO NOT DISPENSE BEFORE: 12/30/2021

J -
_ Gender: F

arbor ave LAS VEGAS, NV, 89002
Prescriber

MALCOLM PAUL F: 702-838-7055 Ph: 702-838-2455
7650 W. Sahara Avenue Las Vegas, NV, 89117

NPI: 1124108253 DEA:AP6532988

Percocet 7.5 mg-325 mg tablet
1 Tab PO Q 4-6 Hours PRN Pain x7d Dx: G89.28, Z41.1

#10 Tablet(s) 7 days supply
Refills: 0

Substitution Allowed

Page 1 of 3

Prescription Image Side 2
eRx Sentto Store: 5369 NCPDP ID: 2976655 Sent Time: 12/30/21 09:32:00

PST

1500 S BOULDER HWY HENDERSON, NV 890158506
Message ID: MID13766 TIDINEWRX20479
Prescriber Order Number: 20479RX21299

Page 2 of 3

This report is considered a confidential Walgreens document. It is intended to be used for Board of Pharmacy inspectigns.anbdhigeh 4

Party audits. Professional discretion should be used prior to releasing this document.



Prescription Image Side 3

Patient Third Party Info
Planl: OPTUMRX COMMERCIAL

PCN: 9999
Recipient ID: 17002878000

Group: UNEVADA
Cardholder: J-l-
Additional Prescriber Info

Clinic Name: Smith Plastic Surgery

Page 3 of 3

This report is considered a confidential Walgreens document. It is intended to be used for Board of Pharmacy inspectignsanbIhatsh s

Party audits. Professional discretion should be used prior to releasing this document.



@ Audit / Board of Pharmacy Inspection Report

Rx #: 2880260-3 Store #: 5369 Sold Date: 01/03/2022
Annotations
1. "12/30/2021 09:32:12 AM
Digital Signature Received." - by SYSTEM on 12/30/2021 09:32:12 at 5369
Prescription Information

All times are Central Standard Time except DUR comments which 1s local time

Patient DUR

Name: J NN DUR Type: NO DUR IDENTIFIED
Address: DUR Description:

OR AVE DUR Severity:

NV. 89002 DUR Overridden:

DUR Overridden completed by:
Date of Birth DUR Comment:

Allergies/Health Conditions: No known allergies.

Drug

Drug: OXYCODONE/ACETAMINOPHN 7.5

MFG: MALLINCKRODT

NDC: 00406-0522-01

Generic for: PERCOCET 7.5/325 MG TABLETS

Drug Class: C2

Directions: TK 1 T PO Q 4 TO 6 H PRF PAIN FOR 7 DAYS.

Qty: 10 Days Supply: 7
Original Date: 12/30/2021 00:00
Refills remaining when entered: 0

Prescriber

Name: MALCOLM PAUL

DEA #: AP6532988

Address:

1401 AVOCADO AVE

NEWPORT BEACH, CA. 92660-8708
(949) 760-5047

Fill History

Scanned by Escribe on 12/30/2021 11:32:16 at 5369

Pat selected by Escribe on 12/30/2021 11:32:16 at 5369

Pbr selected by L. OCONNOR on 12/30/2021 11:35:50 at 5369
Entered by R. L. RALPH on 12/30/2021 13:16:57 at 5369
Pat/Pbr rev by R. L. RALPH on 12/30/2021 12:00:20 at 2445
Data Prod rev by R. L. RALPH on 12/30/2021 12:00:20 at 2445

Filled by L. A. OCONNOR on 12/30/2021 15:19:41 at 5369
Prod rev by M. M. TRINH on 12/30/2021 15:42:36 at 5369
Sold Date: 01/03/2022 15:34:36

RPH of Record: M. M. TRINH

Consultation

Consultation Required:Y

Consultation Type:SYSTEM GENERATED

Initiating
Comments: 12/30/21; 01:17 PM:In order to comply with state
regulations, all new and copy prescriptions are blocked for
patient consultation in this state.

Resolution
RPh: M.M.TRINH on 01/03/22; 03:33 PM at store#5369
Comments: 01/03/22; 03:33 PM:MMT:Consultation
Completed:

This report is considered a confidential Walgreens document. It is intended to be used for Board of Pharmacy inspectigns.anba it 6

Party audits. Professional discretion should be used prior to releasing this document.



@ Audit / Board of Pharmacy Inspection Report

Rx #: 533498-1 Store #: 6167 Sold Date: 01/03/2022
Prescription Image Side 1

01/03/2022 eRx
DO NOT DISPENSE BEFORE: 01/03/2022
Patient

B G- -

Ilbinehurst dr Las Vegas, NV, 89109
Prescriber
MALCOLM PAUL F: 702-838-7055 Ph: 702-838-2455

7650 W. Sahara Avenue Las Vegas, NV, 89117
NPI: 1124108253 DEA.AP6532988

Dilaudid 4 mg tablet
take 1 tablet q4-6h prn pain X4d, DX: Z41.1, G89.28

#24 Tablet(s) 4 days supply
Refills: 0

Substitution Allowed

Page 1 of 3

Prescription Image Side 2
eRx Sentto Store: 6167 NCPDP ID: 2979497 Sent Time: 01/03/22 15:00:00

PST

3025 LAS VEGAS BLVD S LAS VEGAS, NV 891091901
Message ID: MID13766 TIDINEWRX20531
Prescriber Order Number: 20531RX21357

Page 2 of 3

This report is considered a confidential Walgreens document. It is intended to be used for Board of Pharmacy inspectigns.anbdhiseh 7

Party audits. Professional discretion should be used prior to releasing this document.



Prescription Image Side 3

Clinic Name: Smith Plastic Surgery

Page 2 ol §

This report is considered a confidential Walgreens document. It is intended to be used for Board of Pharmacy inspectignsanbIhatsh s

Party audits. Professional discretion should be used prior to releasing this document.



@ Audit / Board of Pharmacy Inspection Report

Rx #: 533498-1 Store #: 6167 Sold Date: 01/03/2022
Annotations
1. "01/03/2022 03:00:25 PM
Digital Signature Received." - by SYSTEM on 01/03/2022 15:00:25 at 6167
Prescription Information

All times are Central Standard Time except DUR comments which 1s local time

Patient DUR

Name: L DUR Type: NO DUR IDENTIFIED
Address: DUR Description:

DUR Severity:

DUR Overridden:

DUR Overridden completed by:
DUR Comment:

Allergies/Health Conditions: Penicillins
Drug

Drug: HYDROMORPHONE 4MG TABLETS
MFG: MALLINCKRODT

NDC: 00406-3244-01

Generic for: DILAUDID 4MG TABLETS
Drug Class: C2

Directions: TK 1 TPOQ4TO6HPRNP

Qty: 24  Days Supply: 4
Original Date: 01/03/2022 00:00
Refills remaining when entered: 0

Prescriber

Name: MALCOLM PAUL

DEA #: AP6532988

Address:

1401 AVOCADO AVE

NEWPORT BEACH, CA. 92660-8708
(949) 760-5047

Fill History

Scanning overridden.

Pat selected by D. THOMPSON on 01/03/2022 17:03:00 at
6167

Pbr selected by D. THOMPSON on 01/03/2022 17:03:00 at
6167

Entered by D. R. THOMPSON on 01/03/2022 17:03:37 at 6167
Pat/Pbr rev by D. R. THOMPSON on 01/03/2022 17:07:19 at
6167

Data Prod rev by D. R. THOMPSON on 01/03/2022 17:07:19 at
6167

Filled by D. R. THOMPSON on 01/03/2022 17:14:14 at 6167
Prod rev by D. R. THOMPSON on 01/03/2022 17:16:11 at 6167
Sold Date: 01/03/2022 18:46:45

RPH of Record: D. R. THOMPSON

Consultation

Consultation Required:Y

Consultation Type:SYSTEM GENERATED

Initiating
Comments: 01/03/22; 05:03 PM:In order to comply with state
regulations, all new and copy prescriptions are blocked for
patient consultation in this state.

Resolution
RPh: D.R. THOMPSON on 01/03/22; 06:45 PM at

This report is considered a confidential Walgreens document. It is intended to be used for Board of Pharmacy inspectignsanbIhatsho

Party audits. Professional discretion should be used prior to releasing this document.



store#6167
Comments: 01/03/22; 06:45 PM;DRT;Consultation
Completed:

Thisreport is considered a confidential Walgreens document. It isintended to be used for Board of Pharmacy inspectigasanbiiicbo
Party audits. Professional discretion should be used prior to releasing this document.



EXHIBIT 3
Case No. 22-479-CS-S
Malcolm Paul, M.D.
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MONITORING
PROGRAM

Support: 855-568-4767

Admin > User Administration > Users Nevada
PRESCRIPTION

Registration ~ Roles Tile Layout Views
Advanced Options ~ PERSONAL DEA NUMBER fp1056096 Eﬁ :]
No Users found.

Address Card

MalcolmPaul0022
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EXHIBIT 4
Case No. 22-479-CS-S
Malcolm Paul, M.D.
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Attorney Timesheet for Peter Keegan and Courtney Lee
MALCOLM PAUL, M.D. - CASE NO. 22-479-CS-S
DATE TIME

December 14, 2022 1.1

Courtney Lee - reviewed investigative file with Executive Secretary David Wuest and Deputy
Executive Secretary Yenh Long; legal research; discuss investigation with Board staff including
Investigator Dena McClish, determined to proceed with drafting cease and desist and citation
and fine.

December 15, 2022 0.5

Courtney Lee — Draft Cease & Desist and Citation & Fine submit for review and Executive
Secretary signature.

December 27, 2022 0.6

Peter Keegan — Assume responsibility for case, review investigation and citation and fine as well
as Respondent’s notice of appeal. Emails and telephone conference with Dr. Malcolm Paul.

March 13, 2023 1.0

Peter Keegan — Prepare Statement to the Respondent and Notice of Hearing submit for Executive
Secretary review and signature.

March 20, 2023 0.3

Peter Keegan — Telephone conference with Dr. Malcolm Paul regarding options for hearing and
resolution, confirm continuance of hearing until Board’s June 14, 2023 meeting in Las Vegas.

May 26, 2023 1.6

Peter Keegan — Review of case and investigation file, emails to licensing staff and investigator.
Prepare exhibits for hearing and timesheets. Discuss matter with Deputy Executive Secretary.

June 13, 2023 0.9
Peter Keegan — Prepare to prosecute appeal of citation and fine in Case No. 22-479-CS-S.
June 14, 2023 1.0

Peter Keegan — Prosecute appeal of citation and fine in Case No. 22-479-CS-S.

TOTAL 7 hours x $59.97/hour = $419.79

MalcolmPaul0024



Timesheet for Kristopher Mangosing —
Malcolm Paul Case No. 22-479

DATE TIME

3/14/2023 0.25

Prepared 21 day notice for mailing.
5/12/2023 0.25

Prepared 21 day notice for mailing.
5/23/2023 0.25

Prepared documents for Board Book

TOTAL POSTAGE $8.10 X 2 = 16.20

TOTAL 0.75 hours x $34.86/hour = $26.15

TOTAL $42.35

MalcolmPaul0025



Timesheet for Darlene Nases —
Malcolm Paul - CASE NO. 22-479-S

DATE TIME

12/20/2022 0.25 Certified and mailed out Cease & Desist/Citation

Certified Mailing Cost: $7.82
3/14/2023 0.25 Certified and mailed out 233B Statement

Certified Mailing Cost: $9.00

e TOTAL .50 hours x $34.86/hour = $17.43
e Total Expenses for Certified Mailings: $16.82

MalcolmPaul0026



TOTAL TIME & COST SUMMARY
Case No. 22-479-CS-S — Malcolm Paul, M.D.

Attorneys Courtney Lee & Peter Keegan — 7 hours @$59.97/hr =

Board Coordinator Kristopher Mangosing — 0.75 @34.86/hr =
Certified Mailing Postage

Board Coordinator Darlene Nases — 0.5 hours @34.86/hr =
Certified Mailing Postage

$419.79
$26.15
$16.20
$17.43
$16.82

Total

$496.39

MalcolmPaul0027



EXHIBIT 1
Case No. 22-063-RPH-S
Michael Burkintas, RPh.
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NEVADA STATE BOARD OF PHARMACY

985 Damonte Ranch Pkwy, Ste 206, Reno, NV 89521
(775) 850-1440 » 1-800-364-2081 « FAX (775) 850-1444

= Web Page: bop.nv.gov

Complaint Form

Date:03/08/2022

Complainant Name: D€sert View Hospital

Address: 360 S. Lola Lane City, State, Zip:Pahrump, NV 89048
Telephone Numbers: Home N/A Business?75'751 -7500

Patient Name: N/A Date of Birth: N/A

Physician Name: N/A Telephone Number: N/A

Address: N/A City, State, Zip:

Drug Prescribed: N/A Prescription Number: N/A

Pharmacy Name & Address: D€sert View Hospital Pharmacy - See above
Pharmacist/Staff: Michael Burkintas - License #15419

1

sk sfe ade e sk oke sk s ke sk ok sk s sk ok ofe sk sk sk sk sk ok sk ok s ok s sk o ok ok s sl sk ok sk sl s ol ok ke ke ok ok sbe sle e sle ol shoske o o s s ofs sl sl o e ofe o e e ofe sl ol e e ofe sfe e e sk sfe sk e e ofe sk e e ke o ke
STATEMENT OF COMPLAINT: Type or neatly print your complaint below. Be as concise as possible. Use
reverse side if necessary. Make copies and attach any documents you have which support your allegation(s).
After completmg your statement of complamt pIease srgn and date it, Wﬂﬂdﬂm

‘ { /bi

As a result of an audit being performed in Desert View Hospital Pharmacy, Pharmacist Michael
Burkintas was asked to submit to a random drug and alcchol screening on 2/18/2022.

Michae!'s test came back positive for Amphetamines. The Medical Review Officer from the
reference lab contacted Michael on 03/01/22 to discuss any possible medications he was
prescribed that could have resulted in a positive test. Based on Michael's responses, the MRO
determined that there was no medical reason for the positive result and released the final result to
the Hospital. (Please see the final drug screening result attached). Based on the positive result
and the Hospital's strict zero tolerance drug policy - employment was immediately separated.

Please understand that by signing and submitting this form to the Board of Pharmacy, you are authorizing and allowing this Board’s staff to access
your medical history and records, including pharmacy records, as needed to investigate your complaint. If you would like to limit what the Board’s
staff can review, you must inform us of those limitations in writing.

Posted 4/22/2021
NVBOP - 002




15419 PAHRUMP ' NV United States I None
ne: Burkintas First Name : Michael
ity : PAHRUMP State : NV
Zip = 89048
ite : 09/04/2001 Status : Active
yer: 16419 Type: Pharmacist
Discipline : None
ate : 10/31/2023
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Page 1 of 1

Total Compliance Network

5646 West Atlantic Boulevard * Margate, FL 33063 * Telephone (954) 677-1200 * Fax (954) 677-1201

Medical Review Officer Determination / Verification Report

DESERT VIEW REG MED CENTER
360 S. LOLAN LANE
PAHRUNP, NV 89048

ATTN: QIS 2 System

l DonorName:  MICHAEL BURKINTAS
‘ Specimen Id: 510302364840481
| Donor Id: 276761
Location:
Date Collected: ~ 2/18/2022 )
Reason or Type Of Test: Other

FINAL DETERMINATION: Positive

Positive For: Amphetamines
Additional Comments:

Contact made: [3/1/2022] No medical reason.

The results for the identified person are in accordance with the applicable screening and confirmation cut-off levels
established by Federal SAMHSA, NIDA, or Florida AHCA mandatory guidelines for Workplace Testing Programs.

Reporting MRO: SETH PORTNOY, D.O. Date Verified:  Mar-01-2022
Seth Portnoy, D.O.
Total Compliance Networlk / MRO Service

5646 West Atlantic Boulevard
Margate, FL 33063

Retain this form in the employee qualification file. Include this information in the file each time the employee is tested.

NVBOP - 004
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Michael Burkintas, RPh.
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BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY, CASE NO. 22-063-RPH-S

Petitioner,
V.

MICHAEL BURKINTAS, RPH,
Certificate of Registration No. 15419,

Respondent.

SUBPOENA
The Nevada State Board of Pharmacy sends greetings to:
Dawn Hahn or Custodian of Records
Quest Diagnostics
10101 Renner Blvd
Lenexa, KS 66219
Pursuant to the authority of NRS 639.246(1), WE COMMAND YOU, that all singular, business|
and excuses being set aside; you shall produce and deliver to the Nevada State Board of Pharmacy, the
materials as set forth in this Subpoena:
Properly authenticated and complete copies of any and all testing records for Michael Burkintas,
RPH, a former employee of Desert View Hospital located in Pahrump, Nevada, Specimen|
#510302364840481, Donor ID #276761, date of collection 2/18/2022, including, but not limited to, the
total litigation packet, laboratory results, chain of custody, correspondence by and between medical
director and Burkintas, test result(s), and any explanatory notes regarding the test result(s).

Said records shall be forwarded to the Nevada State Board of Pharmacy, Attn: Courtney Lee,

General Counsel, 1140 N. Town Center Drive, Suite 300, Las Vegas, NV 89144 or electronically to

1
SUBPOENA

NVBOP - 006




c.lee @pharmacy.nv.gov within ten (10) days from the date of service of this subpoena. Failure to

comply and produce said records at the aforesaid time and place may subject you to possible action,
including NRS 639.246(5).

Additionally, compliance with this subpoena is deemed compulsory.

10

1%

12

1:8

14

15

16

17

18

19

20

21

22

23

24

25

26

27

28

Dated this OGcoen 20 2022.

NEVADA STATE BOARD OF PHARMACY

Lunnt v

Yenh Lo‘ng, Pharm.D/.,Deplﬁy Executive Secretary of
the Nevada State Board of Pharmacy, for and on behalf
of J. David Wuest, R.Ph., Executive Secretary of the
Nevada State Board of Pharmacy

2
SUBPOENA
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DOCUMENTATION PACKAGE

PROVIDED BY:

QUEST DIAGNOSTICS INCORPORATED
10101 RENNER BLVD.
LENEXA, KS 66219

NVBOP - 008



DOCUMENTATION PACKAGE COVER SHEET

Attached is a summary and copies of laboratory documents related to the analysis of Donor ID #
276761, Specimen ID # 4840481 with Accession Number 692504Z. The following 123 pages
are true and accurate copies of the original documents that were generated during the normal
course of business by Quest Diagnostics Incorporated. The original documents were generated
at or near the time of each process.

The urine specimen (692504Z) screened positive for Amphetamines by enzyme immunoassay
and confirmed positive for Amphetamine by Gas Chromatography/Mass Spectrometry. The
validity of the specimen was assessed by creatinine, pH and general oxidant testing was
determined to be acceptable. The blood specimen was missing the tamper evident seal and was
rejected for testing. Following review of the analytical data and chain of custody documentation,
a Positive result for Amphetamine and Rejected for Testing: Fatal Flaw, Bottle A label/seal
missing were reported.

Documentation Package Reviewed by:

Kenneth Reine Lﬁﬁé Mosacr— NV 1100

Printed Name Signature Title Date

NVBOP - 009



DOCUMENTATION PACKAGE TABLE OF CONTENTS

SECTION

1) Coversheet
2) Table of Contents
3) General Overview of Laboratory Procedures
4) Custody and Control Forms
a) External Chain of Custody Form
b) Internal Specimen Chain of Custody
5) Initial Test Information
a) Initial Test Description
b) Internal Chain of Custody Pull List
b) Screening Test Calibrations
¢) Screening Aliquot Chain of Custody
d) Screening Test Results
e) Donor Screening Result
6) Confirmation Test Information
a) Confirmation Test Description
b) Internal Specimen Chain of Custody Pull List
¢) Confirmation Aliquot Chain of Custody Log
d) GC/MS Vial Disposal Log
e) GC/MS Autotune
f) GC/MS Data
g) Donor Confirmation Result
7) Certification Information
a) Laboratory Report
8) Specimen Storage Information
a) Photocopy of Bottle Seal
b) Specimen Storage Internal Chain of Custody
¢) Other Specimen Information (if applicable)
9) Personnel Qualifications
a) Certifying Scientist Resume
b) Responsible Person Resume

PAGE
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10
14
19
26
34

38
39
41
55
56
57
83

90
93
100
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115
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GENERAL OVERVIEW OF LABORATORY PROCEDURES

Specimen Receipt

The laboratory acknowledges receipt of the specimen(s), verifies ID, and verifies that there is no evidence of
tampering by examining the tamper-evident bag and specimen security seal. The external Custody and Control
Form (CCF) is completed and the internal laboratory Chain of Custody (COC) is initiated. All specimen and
subsequent aliquot handling is carefully documented via internal COC.

Order Entry/Log-In

Client account number, specimen identification number, donor identification and testing information are logged into
the specimen tracking computer system. A unique accession number is assigned to the specimen and an accession
barcode label is affixed to the specimen container and accompanying Custody and Control Form.

Aliquot for Screening Test

The specimen container is opened (breaking the seal) and a small portion of the sample is removed for the initial
screening tests. Aliquots may be taken by manual or automated (CV-2000) methods. The aliquot is transferred to
the testing laboratory and the original specimen is placed in temporary secured storage. The handling of the
specimen and the aliquot is documented on internal chain of custody forms.

Drugs of Abuse Screening Test

The initial screening test for drugs of abuse is conducted using enzyme immunoassay procedures on Beckman
chemistry analyzers. A specimen is considered negative if the response for a given analyte is below that of the
cutoff standard. If the response is equal to or greater than the cutoff standard, the specimen is scheduled for
confirmation testing.

Specimen Validity Tests (TestSure not ordered)

In order to assess the validity of each specimen, the laboratory routinely tests each specimen for pH and creatinine
concentration. Specific gravity testing is performed on all specimens that have a creatinine concentration that is less
than 20 mg/dL. If specimen adulteration or substitution is suspected, the laboratory performs a confirmation test on
the specimen. The confirmation test is performed on a second aliquot of the specimen that is obtained from the
original specimen container.

Specimen Validity Tests (TestSure ordered)

In order to assess the validity of each specimen, the laboratory routinely tests each specimen for pH, creatinine
concentration and general oxidants. Specific gravity testing is performed on all specimens that have a creatinine
concentration that is less than 20 mg/dL. If specimen adulteration or substitution is suspected, the laboratory

performs a confirmation test on the specimen. The confirmation test is performed on a second aliquot that is
obtained from the original specimen container.

Verification

The specimen identification number on the tamper evident seal is inspected a second time and verified as accurate.
Confirmation Test for Drugs of Abuse

If the initial test result is positive, a second aliquot, obtained from the original specimen container, is tested by Gas
Chromatography/Mass Spectrometry (GC/MS). A concentration less than that of the client specific cutoff for a

given analyte is reported as negative. A concentration equal to or greater than that of the client specific cutoff is
considered to be positive.

NVBOP - 011



Certification

All data goes through a two-tier review process: initial review and certification. During the initial review process,
the analyst reviews all analytical data. During the certification review process, a certifying scientist reviews all
analytical data and evaluates all documentation for acceptability and adherence to laboratory standard operating
procedures.

Quality Assurance/ Quality Control

A comprehensive quality assurance/quality control program is used to ensure the quality of all test results. The
program addresses all aspects of testing, method performance, quality of reagents and standards, specimen handling
and documentation, automation, and procedural consistency. A minimum of 10% open controls and 1% blind
controls are included in all testing processes.

Reporting

The drug test result is transmitted in a confidential manner directly to the individual responsible for the
interpretation of the report.

Confidentiality and Seecurity

The laboratory is a secure facility and is protected by numerous physical and electronic security systems.
Specimens are maintained in a secured limited access area, separate from the testing laboratory. Tests are never
conducted directly on the original specimen, but on aliquots that are obtained from the original specimen. Internal
laboratory accession numbers are assigned to the specimens to ensure anonymity during the testing process. The
computer system used is designed to require security clearances for use by authorized staff. The system is designed
to ensure the confidentiality of a donor’s data at all phases and precautions are taken to prevent any tampering with
the specimen, data, or result.
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CUSTODY AND CONTROL FORMS
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BN — —_— M@im@%ﬁﬁ —

SRENSS DRUG TESTING CUSTODY AND CONTROL FORM 6925064

A W . 3%"":”/

51030226 4840481 seomewawo, L

STEP 1! COMPLE!?D BY COLLECTOR OR EMPLOYER REPRESENTATIVE LAB ACCESSION ND, :

A, Employar Mame, Address, 1.D. Na. _ B.MRO N,m,' Mﬂd!;;u. ?‘{m snd Fex No. 17°% 1 e
L2540 waEYHEE, | Q)

DEHLRT UTE DGRV AL ; b{:‘
EI SN < RN s e B T b}

PRyPRuE? 89 Bhng RAHGHIE L F2e?
B S 4 3 Fhn FrE-JRY-FR3E PHOAESCP D AR $RA-4, - 1200 JD

s &
e
cDonnrsSNerEmployuelo Mo, }43\;;‘;_,_4} ?s £\ fle e if S R i i T e e
D. onor Name:  Last: 'Q,l R /?S‘ [N SN S S| nm'/n/anm-éx‘f PO S GO 20 VOO O W

&

€. Donor 10 Vorifiad: "ﬂlﬂhom i OEmp. Rep.
F. Baason for Tast: ] Pro-emplayment 1§ [ JRendam (3} {JRessonablo BuepiclonCawsa (8} £3 Fost-Acniduat §23 [Py i!
© CaewmntoDuty 8) [ Follovi-up {231 {TOther fepacity) (s
G. Drug Tansxs 1o bo Parformad:. .
S{ $RASHa KGP IN-E 20D WIH{T AN aedn g gl py - 3
g n
Dt - i
i , 4 . b
3
H. Coliection §igs Nama: 2/111’) ? / /1 Z[/ Oél ]‘Z 13 " 775 _,—-7,;‘/ o 7 Sw !
A : r o l Coliector $hone No.: ¥ H
City, Srate and Zip: —... ’ TN Cotlactor Fax No.! :
i CYQR T Z - = 5
Read apecimon tamporature within 4 minutes, Is tomporature | Specimen Gjtesty 4
hotwoen B0* and 100* F2 [ Yes No. Entar Romork - (] spm%gm [ Nena Provided {Enter Remark) | £ Observed (Eater Ramark) g
REMARKS e SRy ¥
S-TEP.:' Conn:-av affixca bo' % unl(sl 10 bourols) caﬂucmv deton s83Ka). ‘Doncr mmts nuuﬂ Donor eumplcmm STEP &, ks b=
OF 3 Y14 BY OR AND PLEX RY * o . . %
aw:zmawnmvw{nﬂﬂnvwnw ntl-tnlvw.-lautwmpm'nw" rape I vorven ), . B
gt e ] EN BOTTLE(S) SEDTO: - - . H
v o v!Qﬂ-cn‘aA Quest Disgnostics Couriar FouEx §Ee g B <
I Y "1/7 ﬂ/ K /A 2 Qthar ’ 3
el ¥ Prow Coiecsars Nooma Bret, A, Laed r.m. 1o eyrl ." . Noma of Ondtvary Sarvice Teansturring S men ta Lab <
RECEIVED T 70 NI A OF ST Primary Spocime w4
e x//’D/? TR > | e vty [PPECIMEN BOTTLA) RALEASSS 1o |
TSIy —— " 4 . .
e EER 92 QY -/ 0 =T I
Tein Averanbonrs Rina sFavat. 10, Tdd Barn (o Cerr P {1 wo,eearHomaes M
STEP 5: COMPLETED BY DONOR G- 3 <
mos i o o e G 04 ko R0 S purenon St it e el e L i
K R A 2 zc#,l)ﬁ’l. ﬁt/ﬂkw/ /.9;\ & j_{?j e
: e Bhgmra ol tonar =T L “ Twe I et 1
-5, 3 . =
Doytims Prane hal i_._..._ Svaning Phace Mo, - e Pewatoith ,.
: : S i t s Oy Ve
1Y ke

Photocopied CCF:
o amsss . 3 wmeE 8 . I

Original wet . s .

upon recaipt
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g’ﬁ} ) Quest Lo |
v o Accessioning Trouble Log A | 3
Specimen ID # 4 Accession # - - |
(Number From CCF §
] P ’v:-.< — I -
FONS3 ttle (Bottle A) < 20 mL— Insufficient Amount Collected
Regulated ONLY— Reject the specimen for testing if it cannot be redesignated.
FQNS4 Leaked in Transit and QNS-Specimen volume in primary bottle (Bottle A) < 20 mL

Regulated ONLY— Reject the specimen for testing if it cannot be redesignated.

FNOR2 No CCF-Specimen received without a CCF: Regulated and SAP-- X ’

Reject the specimen for testing. : Seals Received Intact; Yes No
FNOS2 No Specimen -CCF received without a specimen: Regulated and SAP—Reject for testing. - ;
FQIDMM, Mismatch CCF and Bottle-Specimen ID on CCF does not match botties: K.
FOQID Regulated and SAP—Reject the specimen for testing. Bottle ID 1
FQIDMM, Bottle A and B ID mismatch-Specimen ID on A and B bottle do not match;

FQIDAB Regulated and Sap—Reject for testing. Bottls A ID Bottle B ID
FQIDN Bottle 1D missing -Specimen identification not present on botile:

Regulated — Reject for testing for EITHER A or B missing bottle ¢

SAP— Reject the specimen for testing if it cannot be redesignated i
FQIDMM, Bottle ID illegible-Specimen identification is fllegible on specimen bottle: |
FIDI2 Regulated- Reject for testing for EITHER A or B bottle has illegible 1D 4

SAP— Reject the specimen for testing if it cannot be redesignated i
FTSC2 Two collections performed on one CCF;

Regulated and SAP — Reject for testing.

FMSS9 \ | Specimen bottle has no seal:
)(' Regulated* and SAP — Reject for testing if specimen cannot be redesignated
7~ | *Bottle must contain specimen ID to redesignate regulated

FMSS10 Specimen bottle seal misapplied:

Regulated and SAP ~ Reject the specimen for testing if it cannot be redesignated
FMSS5 Specimen bottle has broken/torn seal:

o ... | Regulated and SAP—— Reiect the specimen for fasting if it cannot be redesignated. T BT L
FMV&Se6 Specimen bottle seal shows evidence of tampering:
Regulated and SAP— Reject the specimen for tes_ting if it cannot be redesignated.
ENAMC Doner namie and signature do not match: . s s e
(SAP (nhy)
FCOL2 No Collector’s Signature AND no printed name on CCF:

Regulated and SAP -Reject specimen for testing i
f:ﬁ([)"lﬁ“ Improper Collection . ‘
FMSS3 Hair Improperly sealed. (Hair only) i

; !
5 3‘?5}] : 2 QNS- Insufficient specimen quantity R * .
TNP/FFF Fatal flaw that affects the forensic defensibility (e.g. Altered Sp ID, wrong seals on regulated eCCF). NS i
(add comments below fo clarify if needed) v{
Comments (If needed): fOD oL 40 WS &"S—'O’D no  feas OV LW
1COP - | |
DATE Released By Signature/Printed | Received By Signature/Printed Purpose of !
Name Name Chain of Custody !
EXCEPTIONS T
e 17 N }ﬂ ALFYUS MARCILLE BIN . Temporary Storage
ACTION COMPLETED SIGNATURE NAME DATE

| Specimen bottle(s) removed from Exception Bin
| for TIQ investigation.

[ 1 Fatal flaw identified, Flexi-log and SERRy & 2 5’2@

ecimen(s) placed in temp storage. &RONER
on-fatal flaw identified, specimen(s)
placed in temp storage.

If Needed

| Specimen bottle(s) removed from Temp
5 Storage for Flexi-log

& Naomiser~s | & 23 )22

s ESTET
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INITIAL TEST INFORMATION

NVBOP - 016



INITIAL TEST DESCRIPTION

Initial testing for drugs of abuse is performed on the Beckman chemistry analyzer by enzyme
immunoassay. The cutoff for each drug of abuse assay is assigned a value of 1.000 based on the
response of a calibrator that contains drug at the cutoff concentration of the assay. If a donor
specimen has a response that is less than 1.000, the specimen is determined to be negative for the
specific test. If a donor specimen has a response that is greater than or equal to 1.000, the
specimen is determined to be positive for the specific test and requires additional confirmation
testing. Each batch contains both negative and positive quality control samples along with one
blind quality control sample that is inserted into the batch in a random position.

Testsure example:

Initial testing for specimen validity is performed by a colorimetric method on the Beckman
chemistry analyzer. The specimen is evaluated for pH, creatinine concentration and the presence
of general oxidants. All specimens with a pH value of <4.5 or >9.0 are subject to a second pH
test on a pH meter. All specimens with a creatinine concentration of < 20 mg/dL are subject to
specific gravity testing and if applicable, further confirmation testing. All specimens with an
abnormal general oxidant response are subject to confirmation testing. Each batch contains
quality control samples with target values that are at or near the critical decision points of each
specimen validity test.

Non-Testsure example:

Initial testing for specimen validity is performed by a colorimetric method on the Beckman
chemistry analyzer. The specimen is evaluated for pH and creatinine concentration. All
specimens with a pH value of <4.5 or >9.0 are subject to a second pH test on a pH meter. All
specimens with a creatinine concentration of < 20 mg/dL are subject to specific gravity testing
and if applicable, further confirmation testing. Each batch contains quality control samples with
target values that are at or near the critical decision points of each specimen validity test.
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PULL LIST FOR WORKLIST(S) TXNSAP3 PAGE 1

02/24/2022

CHAIN OF CUSTODY LOG

DATE RELEASED BY ?IVED BY PURPOSE

02/24/2022 Sign. TRANSFER

Name Temporary Storage Name LIN,LILY
FEB 24 I Sign. Sign.
Name LILY LIN- Name PROCESSING TS TEMR.STORAGE
B2 4 <7
FE 2022 Sign. T,

ey SHLEA Vo ALIQUOTTING

_EEB_Z__ll_zmSign. 2“,; u}/ Sign,
Name Name _ PROCESSING TS . TEMP STORAGE ™
Sign. Sign.
Name Name
Sign. Sign.
Name Name
Sign. Sign.
Name Name
Sign. Sign.
Name Name
Sign. Sign.
Name Name
Sign. Sign.
Name Name

WORKLIST : TXNSAP3

NVBOP - 018



6912557
691384%Z
6912187
691203%Z2
6912407
691286%
6913092
6913552
6913412
6912762
6913232

6911302

691331Z
6909687
69211902
6911732
6911682
6911587
6911487
69114172
6911217
691064%
6909292
69209592

6910112

27258N
66405N
35190N
65105N
34061N
27215N
35190N
35105N
45105N
65190N
27215N

27258N

UNIT CODE

34647N
65105N
65105N
27215N
65105N
65105N
65105N
65105N
65105N
27420N
6405N

35105N

65105N

G036553/A/1
G036553/A/10
G036553/A/2
G036553/A/3
G036553/A/4
G036553/A/5
G036553/A/6
G036553/A/7
G036553/A/8
G036553/A/9
G036553/B/1

G036553/B/10

PULL LIST FOR WORKLIST(S) TXNSAP3

STORAGE
BOX/ROW/COL

G036553/B/2
G036553/B/3
G036553/B/4
G036553/B/5
G036553/B/6
G036553/B/7
G036553/B/8
G036553/B/9
G036553/C/1
G036553/C/10
G036553/C/2
G036553/C/3

G036553/C/4

Split Rec'd
Split Rec'd
Split Rec'd
Spiit Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Réc}d
Split Rec'd
Split Rec'd
Split Rec'd

Split Rec'd

PAGE

02/24/2072!

Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd
Split Rec'd

Split Rec'd

NVBOP - 019
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690999Z7
6910197
6910302
69103827
6910502
6910847
6912672
6910972
690985z
691071z
6911052
6911137

6911842

WORKLIST :

ACCESSION

o e T et e ot

6909787
6909147Z
6908647
65092372
6913439%
6913752
6913662
6908982
6925047
6924957

6923427

TXNSAP3

PARTICIPANT

SSEmESEEmmmas

N
~1
)] )
]
[
=

65105N
29188N
31920N
65105N

27119N

©27119N

35105N
27258N
6405N

35190N
27800N
32720N

31521N

UNIT CODE

e L T Sy ym—

65186N
35765N
46633N
35765N
27913N
35765N
36663N
27119N
35190N
35190N

26921N

G036553/C/5
G036553/C/6
G036553/C/7
G036553/C/8
G036553/C/9
G036553/D/1
G036553/D/10
G036553/D/2
G036553/D/3
G036553/D/4
G036553/D/5
G036553/D/6

G036553/D/7

PULL LIST FOR WORKLIST (S) TXNSAP3

STORAGE
BOX/ROW/COL

G036553/D/8
G036553/D/9
G036553/E/1
G036553/E/10
G036553/E/2
G036553/E/3
G036553/E/4
G036553/E/5
G036553/E/6
G036553/E/7

G036553/E/8

Split
Split
Split
Split
Split

Split

Split

Rec'd
Rec'd
Rec'd
Rec'd
Rec'd

Recid

Rec'd

!

PAGE 10

02/24/2022

Split Rec'd

NVBOP - 020
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6923562
69089172
6909082
6908682
6908762

6908852

35545N
65105N
35105N
35105N
27800N

27806N

G036553/E/9
G036553/F/1
Q036553 /F/2
G036553/F/3
G036553/F/4

G036553/F/5

Split Rec'd
Split Rec'd

Split Rec'd

Split Rec'd
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Form # 5867

m QUCS[ ORAL FLUID UBINE ornsnots 14
@ Diagnostic C.T./C.S. Calibration/Control Instrument:__Z | ]
Review Checklist Date: FEB 2 4 2022

The undersigned hereby state that they have reviewed the attatched data and found the calibration data to be present
and acceptable, and all open controls complete and results interpreted correctly.

[C.T./C.S. Signature, Printed Name, Date: C.T./C.8, Signature, Printed Name, Date: T.T.JG.5. Signature, Printed Name, Date:
wnura wiQVER  FEB 151 KR‘STOFER pARKER KUWSEHE FEB 1k ik
. U
FEB 27 2022 M .
C.T./C.5. Signature, Printed Namei Date: - C.T./C.S. Signature, Printed Name, Date: C.T.IC.S. Signature, Frinted Name, Date:

Joec LD | &IGAVIM SMULL
£B 27 202 £\ FEB 25 222

(I |
C.T./C.8. Signature, Printed Name, Date: C.T.IC.S. Signature, Printed Name, Date: C.T.
. TDW JACK RICHARDSON
D O FEB 25 U
McCAIN FEB 24 2022
C.T./C.S. Signature, Printed Name, Date: C.T./C.S. Signature, Printed Name, Date‘i‘ f\;j’..i(:j{gnature, Printed Name, Dlate; o
O RAMME FREDLN m 'I?ES‘I;!HEN FEBZ4 2012
FEB 25 2422 FeB 2 ‘ L
C.T.JC.S. Signature, Printed Name,Date: C.T.JC.S. Signature, Printed Name, Date: C.T./C.S. Signature, Printed Name, Date:

LU= FEB 25 2022

Lﬁ} HALEY CALL FEB 24 Zﬂz 2
1 \ P
G, T.JC.S. Signature, Printed Name, Date; C.T.Mm Name, Date: C.T./C.5. Signature, Print ame, Date;

HENDERSO
A4
MEENU THAMAN  FEB 25 2021 -
Sy FER 4 20
C.T.JC.S. Signature, Printed Name, Date: C.T./C.S. Signature, Printed Name, Date:

ELIAS BESONG(, FEB 2 4 2027

C.T.JC.8. Signature, Printed Name, Date: C.T./6+87 Signature, Printed Name, Date:
mmmﬂ?so 21 2002 \!V
IYNETTESTONE ~ FEB 24 2012
C.T.IC.S. Signature, Printed Name, Date: C.T.JC.S. Signature, Printed Name, Dat
=PHT;
EPHTAH KENEI F(E\B/u B | osearonvAN B 24N HAYDEN g 24 22
MANUEL
C.T./IC.S. Signature, Printed Name, Date: C.T./C.8. Signature, Prin ame, Date: C.T.JC.5. Signature, Printed Name, Date:
SUNSHINE ARJERBUR
EWURAMA g SOLOMON \\[EB 7 & il N
BASSAW NZIOKI FEB ?
C.T./C.S, Signatur inted Name, Date: C.T.IC.5. Signature, Printed Name, Date: C.T.JC.5. Signature, Printed Name, Date:
JOS 7
<ris FEB 2 & 202 SANDRA FEB 24 2022. ELENITAIRVING @ 24 02
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C.T./C.S. Calibration/Control
Review Checklist

Form # 586

ORAL FLUID URINE omnszor: | 5

The undersigned hereby state that they have reviewed the attatched data and found the calibration data to be present
and accepiable, and all open controls complete and results interpreted correctly.

C.T./C.S. Signatur, inted Name, Date:

C.T.IC.8. Signature, Printed Name, Date:

C.T.IC.S. Signature, Printed Name, Date:

'C.T.[C.5. Signature, Printed Name, Date:

C.T./C.S5. Signature, Printed Name, Date:

C.T./C.5. Sighature, Printed Name, Date:

C.T./C.S. Signature, Printed Name, Date:

C.T./IC.S. Signature, Printed Name, Date:

C.T.JG.S. Signature, Printed Name, Date:

C.T.IC.5. Signature, Printed Name, Date:

C.T./C.8. Signature, Printed Name, Date:

C.T./C.8. Signature, Printed Name, Date:

C.7./C.S. Signature, Print
SHERR! YOU!
FEB 28

ame, Date:

C.T./C.8. Signature, Printed Name, Date:

C.T.JC.8, Signature, Printed Name, Date:

C.T.IC.S. Signature, Printdd e, Date:

C.T./C.S. Signature, Printed Name, Date:

C.T./C.S. Signature, Printed Name, Date:

C.T.IC.S, Signature, Printed Name, Date:

C.T./C.5. Signature, P;Inted Name, Date:

AARON STUERKE
“T " FEB 28 M2

C.T.JC.S. Signature, Printed Name, Date:

C.T.JC.S. Signature, Printed Nam /ate: C.T./C.5. Signature, Printed Name, Date: c.TJc.s.fmmﬁlﬁmEfﬁ%
B}’&‘gﬁllNG MAR 0 1 2022 MAR 03 M/Q

C.T./C.5. Signature, Prln‘sﬂ Name, Date:

DANSON KAMUNYU
s

C.T./C.5. Signature, Printed Name, Date:

\MAR O 1 2022

FAIZA I9LAWAY

C.T.JC.8. Signature, Printed Name, Date:

C.T.JC.S. Signature, Printed Name, Date:
#

' i

C.T./C.8, Signature, Printed e, Date:

C.T./C.S. Slgnature, Printed Name, Date:

C.1.JC.8. Signature, Printed Name, Date:

C.T./C.5, Signature, Printed Name, Date:
s
Biter s FeB17M0

Floyd

C.T.IC.S. Signature, Printed Name, Date:

NVBOP - 023




Form #5850C

Toxicology Department 00/0412012
@) %%Sossgcs" Screening Calibration
Verification Checklist

Date: FEB23 20t

TORI WESCHE 7
S

Operator:

Instrument: G '/

FEB 23 2022 I
Daily Maintenance Performed =

p——

Operation Startup Complete FEB1 3 S
Bz23 W —
FEB 2 I

All Calibration Data Acceptable

Controls Acceptable & Results Recorded ~ FEB 23 0z 741

Comments: (L ye G\ Qusseq .

TomvwrscHE ], Date; FEB23 N2

Initial Review:

Second Review:  EDWIN KANGEYHE O Date: FEB23 201

"~ \ KERRY
C.S./C.T. Review: % HARLOW Dg@gzl 4 2022

NVBOP - 024
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HIDA SYSTEN BAF DRUG SCREDN W3

WRGIST: TXNGAP3  LOAD: Go0dild
BUILT: 00/24/2002 930 A BT
TOTE HURDER:  BI077

STOMATURE
MTERFRETED BY:
SEVTELEDS
mELEREED BY:

i p——

ALLGUBT CHAL

D& ir

FEB 2 },Z@ﬂszm L
NAPE

FEB 2 k 2022

- PASS-THRY

N {Nf: mmmmm __Ag‘\:rm e

FEB2AMR oy Cn
MaME___EVAN ROBERTS..

SICN.

(e =

HAME

SIGH
NAME

v et ety o ok

SI0H.

B —

NAME___

SITH
MaPE

s o

SI0H.

At e bt S

NaliE

SI6M
NAME

e — - sk bt S

55CN.

WAME

naity e i

Sil

et o 2pam — —

HARE

BIGH. _

MAPiE

*HDRIAFOS
TRy alh PAGE. L

]’Ji ‘”

KEEU0s CliFE: 1 64

PRIMTED MAME

" EVANROBERTS  _ FER7 4111
~JOS
T RklEs. fBLLm

BOOF SUSIOCY 106

RECEIVID HY

FURFSH

el

—PASSTHRU — 1enp STORAGE

BIGH.
|

S16H

HAME

SIGM.

__EVANROBERTS COMPLETEANALYSIS

MEwie

{|1GH,
MEHE

[ T TRANSFER

'ANALYZER{7 ———ANALYSIS
-

-DISCARD—— — - —

SN __

1.* I p. D e
UTE I T —

Mt

T

o o

SI6M. " FET
MAME L s
_ BI6M. n DU Ttk
T S RN L SR T T
SI6M, - B et st
mSE e
%IGH. B

e .\r [
i,r - i i i
/10M. L e
wNoiE i
bz i A N S 0 A SR
HAHE
L R RO S  S———
L TN N Y S By ok e -
A T ST L ) PO ARG 0 2
HAME AR AR
B . B s s
PO N . S
S10M L TR B e
M ) e Y e
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HiDAa SYBTE SAP DRUG SCREDW #3
LOaD: 004yl
HY: HESROS DURS. |44

HORSLIST: THNGAF3
BUILT: 00,8470
TOTE MUNEER:

B} Ingtld
Pl T ATIRINIRE

,..
T
<%
=
bt

2 50412
3 &GS

4  A04.4

o S04LE

w» & ‘:4 &

E 2

¥ A04i8

g ey

B B o

1t &042

12 &0422

13 &4

14 &0424

15 AD4DE

1o AC426

1
f ot

B1077

5:30 Ak

fAtH

o ks ey oy e
fmr it

#FEDHRT

L Be kB IS
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Title: Screening Corrective Action Form i1

@) QueSt Form ID: SNFO11
-

Diagnostics”

Quest Diagnostics - Lenexa Forensic Toxicology

SCREENING CORRECTIVE ACTION FORM

FEB 2 42012 :
Date Forensic Scientist EVAN ROBERTS

Worklist: ﬂ TXNSAP3 [JTXNFED [OTXNRC [JTX108 [ TXNDAP [ TXNADULT
L TXNUAL [JTXNHSAP2 [] TXNDILA [J TXN6MAM [] TXOSAP2 [ TXOADULT2
O

Instruments: 00511 0512 0513 [1514 [1515 0516 F 51

0518 0519 O

Load Number

(Check One)

Problem: w’/czc 2.0 Instrument  3.[] Other (
QC TYPE Assay - Result | Assay - Result | Assay - Result
[0 FEDBT / SAPBT - - -
[0 FED ALTBT/SAP ALTBT S 3 5
[Z'SVT2 (Nit 240 / Cre 1.5) Ge - (9 - .
{1 SVT1 (Low pH / Cre 3.0) - 5 :
[] NEGATIVE(Creat 25/pH 11/0XID 625) - ; ;
(] FEDAT / SAPAT - - -
[OFED ALTAT / SAP ALTAT - - -
[0 XRAT ! ¢ :
[0 OTHER s - -
0 OTHER: ¢ - -
[0 OTHER: 4 3 3
DESCRIPTION
] Unit Malfunction O Rack Jam
[J QC Short Sampled [1 Barcode Scan Error
O Recalibration Needed _&'Random Error
[0 Reagent Empty [ Data Transmission Error
[0 Reagent Probe Error [0 Other
RESOLUTIONS (CHECK ALL THAT APPLY)
[1 Selective Channel Download [] No Corrective Action Needed/QC Rules Apply
O Retransmit Data JFRescheduled Donors Y
{1 Re-run for unit assays 0 >
O
Filename: QDSCREENINGCORRECTIVEACTIONFORM  Date: 05/2021 Version 7
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Open GC Fa
Hlind GC OF

lon Insirument worklistWORKLIST: TXNSAF3 Load: 0224114  02/2472022 11:4%: Wg lf{ 53/ 26
jlf/ 3(] 11 f g !

JOSE
‘eviewed and Verified by o KYLES’_EE,B’ 100

UP ACCESSION  PART-ID  INST-1D

1 #FEDRRT BE00 = (6. 801) AZ0O = {1,182 €180 = {3, &65) G ID = FEDRT
a6 = {528 OFTOK = (0 87%) OFI3KN = (0. 8&2)
OXYS100 = (0, 499 PCP = (0. 71%) CREA = (14.9)
PH = (A&) MITHROM = (1}
2 59121872 &8
3 6F12032 TEG = (1, 743PH) REML = Ho Result
4 4512407
g £912862 CREAR = {1Q. 8L} SPFOR = No Result REML = Mo Result
5 5913092
7 &913557
8 &913412
? &912747
10 6913847
i1 #SAPET ' BARE = (0, 741) BENZ = (. 854} GO0 = (. BO0) GO I = SAPRT
THL = {Q, 657) HETD = (0. 800) HETQ = (0. 579)
MDASILG = (0. &34) OFI = (0. £38) PROF = {753
FH = {4 &}
12 §913232
i3 &913212
14 SPOREBT
15 6911902
T4 511732 & Te0 = (1, 760PHY REML = Wo Result
7 H911482
18 G9115E8Z FbAg = (1, 055FH) REML = Mo Result
19 &911482
20 4911417
21 FFEDALTET BARBZ0GO = (0. 48&) BENZIZOO0 = (. 900} MbAS = {{), 475) of I = FEDALT
ATET = (0. 414} SOFIS = (0, Bi&:
we &91 1212
3 HFPOPEFZ
4 HP0PEPZ TS = (1. 849FH) RENML = Mo Result
e &930117
26 &F09997
o7 6910197
o8 910304
e 49103582
20 &9 L0502
sl #BAPALYET Fisig = (0, 713y TR0 = {{ 585) ETOH = (0, &85 Q0 ID = SAFALTI
az 910647 OFT = (1. 099FH) OXY5100 = {4, GlaPH)Y REML = Ho Result
e 6710842
a4
g 4
i ;
a7
Lg BEWZ = {2 217FH) REML = Ho Result
R AY0HEEZ
4 % FO23192 FOF = {1, 98205) QA BLIMD ID=pCH

a1 =#8YT2

NVBOP - 034



o Inshrunenc worklisbUORELIST:

Uoep 90 Failed
Blind O 0K

PART-ID lﬂba~*n

H2 &Y0P78Z
%3 AFOB7S6Z
44 4307147
45 HYOE68E
“é 6712672
47 SP08647
18 &¥13497
4% HBYLITRE
5 b5136467
5 #EYT

soevez D

w

ha 725042 2756751
4 AT 24957

5 AY2I4EL

L& R Y A
ot &F07237
08 AP0BS1Z
59 4907087
o #REGATIVE

&1 #FEDAT

o =EAFAT

3 *FEDALTAT

4 oEaPELTAT

IYNBAFTE Load: 0224114

11:4%: 85 an

0224/ PORE

¥ VL

AP = {~0. 00&) ASO0 = t-u DII) A300 = (0. 020
BARE = (0. 006) BAREZ00 = (-0 055) BENZ = (~0.11i0)
BENZEOO = {-0.0%1) COC t -0, 081) 0150 = {~0.031)
THC = (=0, 153) T80 = {~0. 261} TZO = (-, 275}
METD = {~{, 105) HETE = (-0, 057) Mhas = {~f, {51}
ADASESO = (-0, 307) OFIRK = (~0.000) OPI2KM = {~0. 014)

g = (. 314) AMAR = (0 038) OXYGL00 = (0. (42}
S0RIS = {00 137) PCH = (-, 3H3) PROP = {0, 001)
EGH = {0, 0%4) CREA = (1. 9HH) NITHRGN =  (237)

TREAR = {19 4L SPER = Mo Result REML = No Result

JREAR = {B.OL) 8FGR = Mo Result REMI = Mo Result

Tfﬂ = ( ?°4FH) REML = Mo Result
REML = Msg:NTENF

afP = (G, 007) ABOD = (0, 008) A300 = {~{, 007
BARE = {0, 373) BARKIOO = (-0 399) HKEMZ = {0, 0%7)
BEMZEG0 = (0. 104) COC = (-0, 051) Cis0 = {={. 076}
THE = (={, 1h4) TEO = (-0, 2EEY T20 = {0 240)
METD = {0 0F4) HETG = -0, 052} MDAS = {0 0733
MDASELG = (-0, 414) OPIRM = {-0.01%) ORISKH = (- 022;
ORI = (-0, 218) &rian = (=0, 442) OXY5100 = {-0. 064)
S0PIs = {~(. 122) FCF = (=0, D7) PROF = {{, 034)

ETOH = {{. 054 CREA =
NITHRAN = {0

{3.3) PH =  {3.0)

AF o= {1, 963FH)y REMI = No Result

ChEAR = {12 4L) SPGR = Mo Result REM = No Resuld

arMF = {0, 010) ARG = oy, DO4Y ARDD = {(, D3B)
BSER = {~(, 027) BARBZOO = (-0, 043) BEMZ = {~0, 00%])
BEMZ200 = (0. 0365 COC = (-0, GI5) CiB0 = (-0 038)
THE = (-0 130) TS0 = (-0, 181) T30 = {0, {31
HETD = {0, 048) HETH = {~0. 031} HbAS = {~0 012
MDASEEO = (-0, 134) OPIZK = {~0 013 OFIZKH = (-0.007)
OrI = (=0, 035 &HAM = 40, 029) OXYE100 = (0. 043)
COFIS = {~0.069) FCF = (-0, 053) FROP = {={), OBE)
ETOH = {0, (&4 UREH = {35 8) FH = {9 0)
MITNRGN = (B%%)

4500 = {1.365) CiBG = (1. 253 TR0 = {1.348)
OFIeK = (11710 OFIBKM = (1. 15%9) (OXYS100 = (1. 270)
Fop = {1, 333) CREA = {25, 5 PH = {4 B)
HITHRON = Q)

EaRk = {1, 110) HENZ = (i, 849y COC = {1, 1207
THC = {1, 282) HETD = (1. 149} METG = {1i, 479}
MABERG = (1. 5003 0PI = (1. 317) PROP = {1.216)
CHEA = {24, 3) MH e {46.9) NITHRGH = {03
BARBEDD - {1, 3445 BENZ2O0 = (1. 40%) [MDAS = (3 23"
Sl = (1. 188) BOFIS = (1.1é&)

277

G0 Ib = BUTE
CRES G0 Oub

Q¢ Ip =

QL ID =

aC 1D

ac 1o

Qi ID

NVBOP - 035
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= FEDALT:
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i 02/24/2082 11.4%:55 An EZES

n instrument workLisTUORKLIST: TANBAPS Load: 9224114
Open G0 Failed
Bliwd GC DK

tr ACOESSTON  PART-ID INST-ID

AF = (1. 208) T20
= {24, 9) PH

(1. 392} QC ID = BAPALT

(1. 5062 ETOH
{9)

£7. 03} MITHRGH

I i

H o #

ad )
Mot o
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CONFIRMATION TEST DESCRIPTION

Confirmation testing for drugs of abuse is performed by mass spectrometry. The concentration
of drug in each donor specimen is determined by comparison of the response of the specimen to
the response of calibrators of known concentration. If a donor specimen has a concentration of
drug that is less than the client specific cutoff, the specimen is determined to be negative for the
confirmation test. If a donor specimen has a concentration of drug that is greater than or equal to
the client specific cutoff, the specimen is determined to be positive for the specific test. Each
batch contains both negative and positive quality control samples along with one blind quality
control sample that is inserted into the batch in a random position.

If required, confirmation testing for specimen validity is performed by the same or, if available, a
second definitive method that can be utilized to identify specimens as adulterated, substituted or
invalid. Each confirmation test is performed on a second aliquot that is obtained from the
original specimen container and all confirmation batches contain appropriate quality control
samples to verify the performance of the procedure.
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Dilution. Samnle_ Diluent . [hlution Factor N
AMPM  FETAM o QANF _ ariane _ RSO0 AIETIR DNR
HETAMR DNR
13 714077 R 15027439 506356 4. 65028 WY
Gpacimen IO Verification: 3806356 Verified
Dilution. Sample | Diluent Gilution Factor

arP AN METAN QAMP ____ QMAMF ____ AMPMR DNR

smetacn

HETAMR DR

Y

NVBOP - 056



AHDATLF L E
HORKLIST: TxMAMMSE  LOAL: 0224018 AMFHETAMINCS COMFIRMATION BY M8 0272472084 100 15P PAbE ¥
REG 8/
SEG IMETR ID  ACCESSION PARTICIFANT CLIENY 4 specinen Ll EMIT Gt WORKL IST
34 nuss. P  sovevee  avaeea 1. 73328
COO74BA003
Specimen 1D Yerification: [CO7686003 Varified
Dilution: Sample . Uiluent Ditution Factor .

ATIFH METAM QAP _

e [RO———

_QMEMP_ AS00 _ AMFMR DNR

METAMR DR

35 745017 R eouve1s 2404840 £ pO924
Gpecimen ID Verification. 2408840 Verifiod
Duiution:  Sample Diluwent {Mlution Factor
AP ATPM _ METAN o aaMP oMAnF ___ AMPMR DNR

HETAMR DHR

34 7144377 (P 11199192 ed8FS

1. RERG0

x4

Specimen ID Verificstion: &3B75Y2 Verified
Dilution:  Sample Diluent Dilution Factor
fF o AMPM METAM 0 GAE | aEane _ ANPMR DHR

HETAMR DHR

37 nie1iz (R 1oee0ss  evaseno 4.23136

GRAOTER037

Specimen 1D Verification: GO20932037 Verified

Dilution:  Bample Dilusnt Lilution Factor —

i AMFM TIETARL QAN ___ amArF ___ AIPPIR DNR
PETAMR DR
%8 nava: R 1197 Bvasdr7 3. 74420

QDBROYES208

Specimen ID Verification: GDREOFESDOE Verified

Dilution: Sample Mluent Diiution Facbhor

NVBOP - 057
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A —— T
“HDATWE L& ' ‘
UURKLIST: TXNAMMSZ  LDAL: 0224018 AMPHETAATRES CONFIRvATION BY M 02/24/2022 1649 PABE: 10

REG B
SEQ IHETR ID ACCESSION  PARTICIPANT CLIENT B Specimenlid ERIT &I WORKLTST

e, P ———— R —

ANl METAM ___ GAMF ____ QUAMP ___ AS0U ___ AMFIIR DHR

o

HETAMR Diie

32 ® 135X

anne Griatte

et et —

EHD OF WORKLIBY

Exit

NVBOP - 058



Non Instrument worklistWORKLIST: TXNAMMSZ Load: 0224018 02/2

Open QC Failed
Blind QC Failed

Reviewed and Verified by / /

CUP ACCESSION  PART-ID INST-ID

1 abo 450 o O Results
2 %0% WR.T \n.D ac 10 = 40%

31255 e (9P O \9"]0“‘\

4 *NEG Nb QD

S 6925047 276761 AMP= : AMPM=
METAM= :
AMP 5715 500
MAMP 07 500
ey AMP= : AMPM=
METAM= H
AMP 42817 500
MAMP 19 500
7 6601112_ AMP= 20
METAM 39090
AMP,
35152

No QC Results
QC 1D = 125% NRC
No QC Results
QC ID = NEG

No QC Results

{1

RCY (1:20 & 1:40) FOR METH-175510COLF/AMP-35319C @ N

by: KSAVO3 on 02/24/2022

8 7151662- AMP= : AMPM=
METAM= : 4/’
AMP 1538 500
MAMP 0~ 500
9 6937182 - AMPM= : METAM=
A500= :
AMP 10554 250
MAMP 07 250
w0 72545z (D A= : AMPH=
METAM= :
AMP 07, 500
MAMP 0" 500 LUEL
HENDERSON FEB 78 2012
11 7136452 - AMP= : AMPM=
METAM= :
AMP 0"/ 500
MAMP 0 7 500
12 7037162 - AMP= : AMPM=
METAM= H
AMP 6877 500
MAMP 614~ 500
13 7046912 —

NVBOP - 059




Non lrstrument worklistWORKLIST: TXNAMMS2 Load: 0224018  027/27/2022 10:21:28 AM

Open QC Failed
Blind QC Failed

CUP ACCESSION  PART-1D INST-ID

14

15

16

17

18

19

20

21

22

23

7100842

6995772

7014282

712181z

7126742

pSh o
e
e
7104572 -
L

EL

s o

7185462

7136162

>
W

7125932

AMPM=

A500=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMPM=

A500=
AMP
MAMP

AMPM=

A500=
AMP
MAMP

AMPM=

A500=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=

AMP

MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

s METAM=

7304 d
0’

1 AMPM=

3860 <
0 7

¢ AMPM=

5776/
0~

.

: or
0

250
250

500
300

500
500

METAM=

250
250

: METAM=

o”
0 Ve

250
250

t METAM=

0.
0/
: AMPM=

639 ~
375V

: AMPM=

o~

o

1 AMPM=

454
3391

: AMPM=

o o
NS

250
250

500
500

QA BLIND ID=NEGATIVE

No Cutoff Found for Y%NNAMP
No Cutoff Found for %NNAMP

QC Out

500
500

500
500

NVBOP - 060




Non lustrument worklistWORKLIST: TXNAMMS2 Load: 0224018  02/27/2022 10:21:28 AM

Open QC Failed
Blind QC Failed

CUP ACCESSION  PART-ID INST-ID

24

25

26

27

28

29

30

31

32

33

34

7098522

7136312

7138792

6334102

7137942

7149142

7142202

7142522

7150252

7140982

7153562

AMPM=

A500=
AMP
MAMP

AMPM=

A500=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMPM=

A500=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

AMPM=

A500=
AMP
MAMP

AMP=
METAM=
AMP
MAMP

: METAM=

518~ 250
07 250

: METAM=

23167% 25@

0 250
: AMPM=

'TLIaJlb J 500
0

500
i AMPM=

5625 “° 500
07 500

T AMPM=

1329 250
6012~ 250

: METAM=

8229 < 250
0 250

¢ AMPM=

8606 500

Ao~ 500
: AMPM=

8409 # 500
67 500

i AMPM=

22637 500
0’ 500

1 METAM=

4272 7~ 250
04 250

: AMPM=

10379% 568
90100C (500 >\oooD

NVBOP - 061
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Non Irstrument worklistWORKLIST: TXNAMMSZ Load: 0224018

cup

35

36

37

38

39

Open QC Failed
Blind QC Failed

ACCESSION  PART-ID INST-ID
AMPM=
A500=
AMP
MAMP

7149012 AMP=

METAM=
AMP
MAMP

7144397 AMP=
METAM=
AMP

MAMP

7146112 - AMP=

METAM=

AMP

MAMP
7149312 - AMPM=
A500=

AMP

MAMP

s2s% 7Y, 7] ’EE,\,Q%B\ (::>

t METAM=

10857 250
10 250

: AMPM=

7640 7 500
0¥ 500

: AMPM=

30737 500
0”7 s00

: AMPM=

41667 500

69027.% 5(@{1330)

: METAM=

6314 250
67 250

02/727/2022 10:21:28 AM

QC ID = 125%
No QC Results

NVBOP - 062
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uest
Boxs O & Bgost MS VIAL DISPOSAL LOG
RUN Rem(os\;gg ?; :::)Iysis Dis;()j)sed Comment
INITIAL/DATE /
SBL SCeN o2 eo) &7 o2-2622 N/
TYNAMAMEZ 022%°I8. |27 52-26-77 N/
XVAPWSE, ozzseel | ZPo 22622 N/
TXNAMSZ 022508 ZZo226-22 )
TXNAMMs2 o225 213 s2-26-22 N,
FYRNMDAMS 622000t | CL <12 V/
TXNDL 6229055 ]2 N/
TOAMMSZ 622650\ | (L2]2¢h2 N/
TXRAAMSGE 022800 | (L1l N/
KNP MHMSZ 022500y ALz %1 N/
X NHIMNS o250 | 2261 \/
MPRSOL pzioot (2 he N/
TYIOWAMS 02250 G [ A [ V/
TR TN Gy 25 oo E(tefan vV
AR 0928 — Clalrelt P
X T p 2725 00| 7|\ N/
FOOOMDAMS o220 00| A z]7e 1] N/
TENMDANS2. 62250y | (C7 12e[717 V/
MXRANAS oz 0K |7 21767 N
TP S (DI oo\ St 2/aLld> N
TNamas)y 022322 Wl 63,3 | Sl > JaLiad] N/
TrN Pems oan oo ) T N 2612 \{/
TEOA M) 0IDC 12 I 21402 N
ALS Vials Dlscarded by:
Sign: Lﬁm Print/Date: MAR 0 9 1
MM% TIARA WHATLE;

NVBOP - 063



Fri Feb 25 15:20:01 2022

!
/
C:\MSDCHEM\1\5975\atune. u ~TXNAMNWOL. O304

Instrument : sz'Eses

US52420924
Mass  69.00 Mass 218.90 Mass 502.00 T
Ab 413194 Ab 395742 Ab 36235 Ion Pol Pos MassGain -847
Pw50 0.60 Pw50 0.60 PW50 0.61 o MassOffs  -38
Emission 34.6 AmuGain 1557
EIENnrgy 69.9 AmuOffs 118.63
Filament 2 Wwid219 0.002
DC Pol Pos
Repellexr 25.10, |
IonFcus 90.2 HEDEnab on '
EntLens 25.5 EMVolts 2635/
EntQffs 16.82
: Samples 8
PFTBA Open Averages 3
Stepsize 0.10
| Temperatures and Pressures:
| MS Source 230 TurboSpd 100
; MS Quad 150 Hivac 1.00e+10
!
] T T T Ll_ T ‘ T T l \/l\ I T T ]' T T T T l
66 71 216 221 500 505
'Scan: 10.00 - 701.00 Samples: 8 Thresh: 100 Step: 0.10
133 peaks Base: 69.00 Abundance: 391104
100 .
80 | Ef{xh#ﬁq;’
RYSTALBARRIER
60 FEB 27 A
. 72
20 4
O 1Ly T ! III III lll'il ‘ 4 T T T I T ¥ T T l IlI T |I T I" T T Bl T l T T T lj
100 200 300 400 500 600 700
Mass Abund Rel Abund Iso Mass Iso Abund Iso Ratio
69.00 391104 100.00 70.00 4112 1.05¢"
219.00 375232 95,94 220.00 16260 4,331
502.00 34640 8.86 503.00 3536 10.21°
P DT N———

Air/Water Check: H20~1.94% N2~8.03% 02~1.76% CO02~0.21% N2/H20~414.68%

Column(l) Flow: 1.646 Column(2): 0 ml/min. Interface Temp: 280
Ramp Criteria: fzﬁZ(\ / f;;
Ion Focus Maximum 90 volts using ion 502; EM Gain 144013 {;L;b ;}‘
Repeller Maximum 35 wvolts using ion 219; Gain Factor 1.44 2;2
MassGain Values (Samples): -842(3) -834(2) -823(1) -807(0) -807(FS8)
TV A
A5
A
TARGET MASS: 50 69 131 219 414 502 1050
Amu Offset: 118.6 118.6 118.6 118.6 118.6 118.6 118.6
Entrance Lens Offset: 16.8 16.8 16.8 16.8 16.8 16.8 16.8
FEB 278 2011

EL
héﬁueasou S
NVBOP - 064
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Diagnostics™

(@) Quest

Confirmation Certification Checklist

By signing below, I certify I have reviewed the following documents for confirmation batch
DZXABUMSZ O 224018 .

CONFIRMATION REVIEW

e Calibrator(s)/Controls (Open and QA) acceptable

s Control Range Sheet

o Verified Lot #

© Controls within range
Confirmation Data (chromatograms) including Original Data Packet when applicable
Autotune acceptable when applicable
Worklist documentation
Sequence Table (Seq verification and Solvent verification)
Internal Standard Abundance Criteria worksheet when applicable
D/L Calculation worksheet when applicable -verify version
Corrective Action(s) (if applicable)
Certification Summary Report

2 & & & o © @ o

CHAIN OF CUSTODY REVIEW
e Internal aliquot chain of custody (worklist)
° Internal bottle chain of custody (pull list)

ﬁ,ﬁ'
O

Certification completed and batch released by:

Certifying Scientist
Name/Date/Signature

Confirmation Re-Certification

By signing below, I certify I have reviewed the documents listed above and the confirmation
data (chromatogram) for sample(s) of interest.

<ANSON KAy
FEE 28 2[)22_ )
Certifying Scientist Certifying Scientist
Name/Date/Signatute Name/Date/Signature
Certifying Scientist Certifying Scientist
Name/Date/Signature Name/Date/Signature

NVBOP - 065



Non Instrument worklistWORKLIST: TXNAMMS2 Load: 0224018

cup

10

1

13

14

15

16

Open QC OK
8lind ac oK

ACCESSION

PART-1ID

INST-ID

*125% NRC

*NEG

¥ 6925042 276761 k{\lfi

» eozz74z D

¢ 6601112 -m/‘w .

7/

' 7151662- ’
* 6937182 -A[\/ .
7125452 -‘

« 7136052 (D
¥ 7037162 --

WL v
w» v
e 7100842- L

» 699577 (R N\/ 8

* 7046912

* 7014282 - M\/ .

QAMP

QAMP

QAMP

QAMP

AMP=
AMP
MAMP

AMP=
AMP
MAMP

AMP=
AMP
MAMP

AMP=
AMP
MAMP

AMPM=POSITIVE: METAM=NEGATIVE: A500=

AMP
MAMP

A3
AMP=NEGATIVE: AMPM=

AMP
MAMP

AMP=NEGATIVE: AMPM=

AMP
MAMP

AMP=
AMP
MAMP

v
AMPM=POSITIVE: METAM=NEGATIVE: A500=

AMP
MAMP

AMP=
AMP
MAMP

AMP=
AMP
MAMP

= (250) QMAMP = (250)
= (112.7) QMAMP = (111.5)
= (681.0) QMAMP = (679.4)
= (0) QMAMP = (0)

P

DNR: AMPM=pOSITIVE: METAM=NEGATIVE:

5715 1 500
0 500
. . :
DNR: AMPM=POSITIVE: METAM=NEGATIVE:
4281 1500
0,500

*
DNR: AMPM=POSITIVE: METAM=POSITIVE:

36896 « 500
240662 , 500

-
DNR: AMPM=POSI%IVE: METAM=NEGATIVE:

1538 1 500
0 , 500

[N .

1055 , 250
0 250

0 , 500
0 _ 500

0 4 500
0,500

DNR: AMPM=POSITIVE: METAM=POSITIVE:

687 « 500
614 o 500

7304 « 250
0 250

* ¥
DNR: AMPM=POSITIVE: METAM=NEGATIVE:

3860 v 500
0, 500

.
DNR: AMPM=POSITIVE: METAM=NEGATIVE:

5776 + 500
0 , 500

02/27/2022 05:11:35 PM

DNR:

DNR: METAM= DNR:

DNR: METAM= DNR:

DNR:

Date: __2_435/3%7\

QC ID = CAL
QC ID = 40%
QC ID = 125% NRC
QC ID = NEG

NVBOP - 066



Non

Instrument work!iStWORKLIST: TXNAMMS2 Load: 0224018  02/27/2022 05:11:35 PM

Open QC OK
Blind @C OK

CUP ACCESSION  PART-ID INST-ID

21

22

23

24

25

26

28

29

AMPM=  DNR: METAM=  DNR: A5O0=NEGATIVE:
AW 0, 250
MAMP 0 250
* 7104572 '. AMPM=  DNR: METAM=  DNR: ASOO=NEGATIVE:
AMP 0 « 250 .
MAMP 0, 250
ez . shike, r;m;m;so DNR: ASOO=NEGATIVE:
' MAMP 0 , 250
[ ]
* 1126742 (D AMP=  DNR: AMPM=POSITIVE: METAM=NEGATIVE:
AMP 639 * 500
MAMP 375 , 500
* 7185462- AMP=NEGATIVE: AMPM=  DNR: METAM=  DNR: * QA BLIND IDSNEGATIVE
AMP 0 » No Cutoff Found for %NNAMP
MAMP 0 + No Cutoff Found for %NNAMP
. 7136162- AMP=  DNR: AMPM=NEGATIVE: METAM=POSITIVE:
AMP 454 « 500
MAMP 3391, 500
) 7139852- AMP=NEGATIVE: AMPM=  DNR: METAM=  DNR:
’ AMP 0 ' 500
MAMP 0 * 500
’ 7125932- AMPM=POSITIVE: METAM=NEGATIVE: A500=  DNR:
AMP 518 1 250
MAMP 0 * 250
»
* 7098522 - AMPM=POSITIVE: METAM=NEGATIVE: A500= DNR:
: AMP >10000 v 250
MAMP 0 . 250
e 7136312 (P AMPA:EGATIVE SRge, DN METAR: Dk
r
MAMP 0 * 500
v 7138792 - AMP=  DNR: AMPM=POSITIVE: METAM=NEGATIVE:
. AMP 5625 * 500
MAMP 0 . 500
- L)
s 6334102 Af\/ ©  AMP=  DNR: AMPM=POSITIVE: METAM=POSITIVE:
AMP 1329 * 250
v MAMP 6012 « 250 o/
v 7137942 AMPM= POSITXVE METAM= NEGATIVE A500= DNR:
: AMP 8229 + 250
MAMP 0 . 250

L
» 70162 (P

NVBOP - 067
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Non Instrument worklistWORKLIST: TXNAMMS2 Load: 0224018 02/27/2022 05:11:35 PM

Open QC OK
Blind QC 0K

CUP ACCESSION  PART-ID INST-ID

30

31

32

33

34

35

36

38

»

L}

*

¥

7142202

7142522

-

7150252

7140982

2
<

7153562

7149012

7144392

[}

7146112

7149312

5

39 *125%+

é

AMP=  DNR: AMPM=POSITIVE: METAM=NEGATIVE:
AMP 8606 + 500
MAMP 0 . 500
AMP=  DNR: AMPM=POSITIVE: METAM=NEGATIVE:
AMP 8409 500
MAMP 0 500
AMP= DNR = AMPM=POSITfVE: METAM=NEEATIVE:
AMP 2263 « 500
MAMP 0, 500
AMPM=POSITIVE: METAM=NEGATIVE: AS00=  DMR:
AMP 4272, 250
MAMP 0 250
. v
AMP=  DNR: AMPM=POSITIVE: METAM=POSITIVE:

AMP >10000 1 500
MAMP >10000 « 500

AMPM=POSITIVE: METAM=NEGATIVE: AS500= DNR:
AMP 1085 , 250
MAMP 0, 250
- AMP= DNR: AMPM=POSITIVE: METAM=NEGATIVE:
AMP 7640 y 500
MAMP 0 , 500
-~ -
AMP= DNR: AMPM=POSITIVE: METAM=NEGATIVE:
AMP 3073 1 500
MAMP 0, 500
- 4
AMP= DNR: AMPM=POSITIVE: METAM=POSITIVE:
AMP 4164 1 500
MAMP  >10000 . 500 (OQOQ\‘TV
AMPM=POSITIVE: METAM=NEGATIVE: A500= DNR:
AMP 6314 4 250
MAMP 0 » 250
QAMP = (374.7) QMAMP = (368.0)

Qac ID = 125%

NVBOP - 068




Acquisition Date:

Batch Summary Report
Quest

25Feb 2022 5:11pm

Drug Class:

Amphetamine

Batch Name:

TXNAMMS20224018

Original Method File:

C:\MSDCHEM\1\DATA\TXNAMMS20224018

\AMPSINGLECAL.M

Original Data Path:

C:\MSDCHEM\1\DATA\TXNAMMS20224018

Batch Dir:

Instrument Name:

A73

TXNAMMS202240
i8

Operator:

Ton Ratio Range: +/-20%

Retention Time Range: +/-2%

Cutoff File information

Quantitation Database

Compound Cutoff File Calc. ISTD ISTD
Name Conc. Name Conc. Sample Name RT Ratio 1 | Ratio 2 | Ratiol | Ratio 2
Run {Compound Cutoff File Calc. ISTD ISTD
No | Name Conc. Name Conc., Sample Name RT Ratio 1 | Ratio 2 | Ratiol | Ratio 2
1 Amp 0 0015P0004.d 651.89 UNX 272 78,20 39.52 72.27
1 Methamp 0 649.88 3.55 2741 2234 2510
3 Amp 250 002CA0002.d 250 CAL 272 76,97 39.18 70,21
3 Methamp 250 250 3.55 27.09 2073 24.29
3 Amp 250 002CA0002.d 250 CAL 272 76.97 39.18 70.21
3 Methamp 250 250 3.55 27.09 2073 24,29
1 Amp 0 0035P0003.d 11279 40% CTRL 272 74.72 37.87 72.48
1 Methamp 0 111.57 3.55 26.71 22.24 25,08
1 Amp 0 0045P0004.d 681.09 125% NRC 273 77.88 40.04 72,61
1 Methamp 0 679.43 3.55 2735 2216 25.32
4 Amp 0 0OSNE0DOS.d 0,03 NEG INT CTRL 275 0.00 0.00 7202
4 Methamp 0 0.8 3.55 0.00 0.00 24.83
1 Amp 0 0065P00D6.d 5715.2 6925042 273 77.72 38.33 69.85
1 Methamp 0 2.28 3.55 29.85 33.18 25.25
1 Amp 0 0075P0007.d 4281.61 6922747 2.73 79.33 38.97 75.04
1 Methamp 0 1.98 3.55 30.32 2452 25.18
1 Amp 0 0085P0008.d 39096.33 6601112-20 272 78.78 39.17 73.81
1 Methamp 0 251337.28 3.55 27.78 21.97 25.04
2 Amp 0 009BLO096.d 10597.78 (DQ) Blank injection 2,70 150,00 100.00 0.00
2 Methamp 0 0 0.00 0.00 0.00 0.00
1 Amp 0 0105P0Q09.d 36896.96 6601112-40 273 77.06 38.26 73.02
1 Methamp 0 240662.4 3.55 27.32 2179 2531
1 Amp 0 0115P0010.d 1538.98 7151662 273 78.41 3844 73.98
1 Methamp 0 2.21 3.55 43.50 22,60 2519
1 Amp 0 0125P0011.d 1055.48 693718Z 272 77.77 39.10 72.87
1 Methamp (i} 0.73 3.55 0.00 34.69 24,99
1 Amp 0 0135P0012.d 0 7125452 0.00 0.00 0.00 74.12
7 -
KRYSTAL BARRIER -~~~ Pagelof3 Date of Printing: 02-26-2022

FEB

272922

.

-
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Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp

Amp

L=

Cc o O o O O 0o o o0 O 0 o o

<o o

QO O o O o O 0O O o0 O o O o 9

0145P0013.d

0155P0014.d

0165P0015.d

0175P0016.d

018SPQ017.d

0195P0018.d

0205P0019.d

0218P0020.d

0228BL0099.d

0235P0021.d

0245P0022.4

0255P0023.d

0265P0024.d

0275P0025.d

0285P0026.d

029BL0096.d

0305P0027.d

0315P0028.d

0325P0029.d

0335P0030.d

034SP0031.d

0355P0032.d

0365P0033.d

0375P0034.d

Page 2 of 3

0

0.1
0.58
£87.81
61471
7304.69
2.84
3860.68
34
5776.52
242
0.34
07

0.25

0.08

520.88
0
639.57
375.69
0.02
0.59
454,92
3391.52
0.64
0.76
518.6
0.72
23167.65
9.67
353.28
0

76.03
0.55
5625.5
179
1329.27
6012.91
822984
1.93
8606.42
26.16
8409.17
3.2
2263.74
072
4272.18

7136452

7037162

7046912

7100842

6995772

7014282

7104572

7121812

S8

7126742

7185462***

7136162

7139852

7125932

7098522

(DQ) Blank injectlon

7136312

7138792

6334102

7137942

7149142

7142202

7142522

7150252

0.00
274
3.55
272
3.55
2.73
3.55
2.73
3.54
273
3.55
2.69
3.54
2,69
0.00
2.75
0.00
2
0.00
2.73
3.55
272
3.55
272
3.55
2.73
3.85
2.73
3.54
2.73
3.55
273
0.00
271
3.55
2.73
3,55
2.73
3.55
2.73
3.55
2,73
3.55
2.73
3.55
273
3.55
273

0.00
300.00
0.00
77.64
27.45
79.21
33.67
77.7%
31.58
78.09
36.44
342.31
0.00
0.00
0.00
0.00
0.00
150.00
0,00
7843
27.38
300,00
0.00
78.16
27.59
172,73
0.00
77.92
0.00
78.36
29.08
150.00
0.00
0.43
0.00
77.65
0.00
78.10
27.62
78,48
3133
78.78
27.93
79.27
33.82
72.30
0.00
77.73

Date of Printing: 02-26-2022

0.00
233.33
16.67
39,14
22.15
39.62
0.00
38.27
3102
38.55
40.68
0.00
0.00
0.00
0.00
0.00
0.00
800.00
0.00
39.27
2231
0.00
21.43
3931
22.01
257.56
0.00
39.13
19.70
38,51
55.66
0.00
0.00
0.00
35.29
38.43
0.00
38.94
21,93
38.83
0.00
38.99
28.69
39.50
86.76
38.05
0.00
3832

NVBOP - 070

25.27
7154
25,07
72,95
25.29
69.12
25.26
69.69
24,78
70.82
24.88
7107
24.46
72.67
25,04
72.70
24.85
250,00
250,00
73.47
2525
71.59
24,92
7342
25.23
7135
24.63
72.53
25.00
70.28
24.93
133.33
13333
73.21
25.09
68.32
2518
72.35
25,19
68,78
25,52
69.22
24.94
69.39
25.02
7332
25.27
74,11
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Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Methamp
Amp
Mathamp
Amp
Methamp
Amp

Methamp

End of Batch

o O O O o 0o 0 o o O o

o o o

(=S -

0385P0035.d

039BL00%6.d

040SP0036.d

0415P0037.d

0425P0038.d

0435P0039.d

044BL0096.d

0455P0040.d

0465P0041.d

Page 3 of 3

191
10379.3 7140982
$0100.6
520.88 (DQ) Blank Injection
0
108542 7153562
1.81
7640.55 7149012
251
3073.08 7144392
119
4164 7146112
6902797
264.94 (DQ) Blank Inject.ion
0
6314.26 7149312
2.18
374.74 125% CTRL
368.07

273
3.56
275
3.54
273

273
3,55
273
3.54
273
3.56
2,70

2.73
3.55
273
3.55

44.09
78.53
27.47
100.00
24.21
78.70
3174
80.32
33.87
77.25
0.00
78,05
27.54
500.00
31.67
78.81
30.53
77.48
26.98

Date of Printing: 02-26-2022

20.97
38.89
2131
400.00
25.26
3931
20.36
40.47
33.87
38.27
28.79
38.65
21.22
0.00
3833
39.07
46,46
35961
21.66

NVBOP - 071

25.18
7118
2512
400,00
400.00
73,70
25.24
68.91
2553
7269
24.73
70,61
24.92
400.00
400.00
69.26
2532
71.69
25.08

63
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PRE-RUN BATCH FILE SUMMARY A73 (5(;
Post-Batch Name : C:\msdchem\1l\gequence\TXNAMMS20224018.8
Original Data Path : C:\MSDCHEM\1\DATA\
Last Modified on : 25 Feb 2022 at 16:14 pm

Method: AMPSINGLECAL.M; Intelligent Sequencing: On First Blank: 96

Line SampleType Vial Sample Name Multipliex
1) BATCHDIR - TXNAMMS20224018
2) Specimen 4 UNX
3) Calibrator 2 CAL
4) REQTSTDS

B
=
=y

5) Specimen 3 40% CTRL 1.00
6) Specimen 4 125% NRC 1.00
7) Negative 5 NEG INT CTRL 1.00
8) Specimen 6 69250427 1.00
9) Specimen 7 69227472 1.00
10) Specimen 8 660111%-20 20.00%
11) Specimen 9 660111Z-40 40.00% >
12) Specimen 10  715166%Z 1.00 |, _
13) Specimen 11 6937187 1.00 e CG 3
14) Specimen 12 7125457 1.00 =i Q¥
15) Specimen 13 7136452 1.00 L‘:lv‘) N
16) Specimen 14 703716%Z 1.00 m! <y
17) Specimen 15 704691Z 1.00 g L NS t
18) Specimen 16 710084% 1.00 M-I\ O
19) Specimen 17 6998772 1.00 ) \
20) Specimen 18 701428% 1.00 < N
21) Specimen 19 710457% 1.00 o <]y
22) Specimen 20 712181% 1.00 AR IS
23) PAUSE !I N B i
24) Blank 99 SB 1.00 i A i
25) Specimen 21 712674% 1.00 ol <| 4
26) Specimen 22 718546Z%*% 1.00 = E -5
27) Specimen 23 7136162 1.00 "o
28) Specimen 24 713985% 1.00 gl .
29) Specimen 25 7125932 1.00 : W sl !
30) Specimen 26 7098527 1.00 A = |
31) Specimen 27 71363172 1.00 \) - ’
32) Specimen 28 713879% 1.00 gg X sk
33) Specimen 29 633410% 1.00
34) Specimen 30 7137947 1.00 ) &
35) Specimen 31 7149147 1.00 s 18 i5 |
36) Specimen 32 714220% 1.00 g 1308 .
37) Specimen 33 7142527 1.00 &2 ooy
38) Specimen 34 715025% 1.00 & ,533"
39) Specimen 35 7140982 1.00 o {97
40} Specimen 36 7153562 1.00 i
41) Specimen 37 7149012 1.00 gt P
42) Specimen 38 7144392 1.00 b tal >
43) Specimen 39 714611Z 1.00 N S S5
44) Specimen 40 7149312 1.00 1//7
45) Specimen 41 125% CTRL 1.00
(@) Indicates that Sample name has been truncated. / ’;g;é’
KRYSTAL BARRIER/ 7
FEB27 2022 /
.
/L7
/
UEL
Henoerson s FEB 28 2022
Last Modified: 25 Feb 22 4:14 am Page 1
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QUANTITATION REPORT FOR Amp ON : Quest/A73 67
/‘J

Data File . C:\MSDCHEM\1\DATA\TXNAMMS20224018\0018P0004.4d //
Operator : 2/
Tune File Name . C:\msdchem\1\5975\atune.u Veg\ygf
Tune Date : 25 Feb 2022 3:20 pmy/ Mult : 1 ?&&ﬁl /4
Acq Method Name : C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M s‘(ﬁ\,
Calibration date : 25 Feb 2022 4:13 am @s\( ‘l 'ﬂﬂ' y
Acquisition date . 25 Feb 2022  5:11 pm ?@1 gy
Sample Name : UNX £
Misc Info : LUELL Z 4/
i " JEL ",
vial Number P4 LUELSH  FEB 18 N0 /
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits y
Amp D11
194.0 2.686 2.636- 2.744 28304 30273~ 121090
128.1 20456 72.3 57.4- 86.0
Amp
189.9 | 2.722 | 2.672- 2.781 36590
118.0 28613 78.2 61.8- 92.6
91.0 14460 39.5 30.7~ 46.1
Concentration: 651.89 ng/mL ** ISTD AREA IS BELOW MINIMUM LIMIT **
Abundance TIC: 001SP0004.d\DATA.MS
3.
2,722
60000
3.50
40000 26
20000 {\
l [ L
0.".'1‘1'1‘|rr'|||||||||r|r||.|.||||"I-||1|'T]"_|'r|—']:||||'-1'T1"T'?i"(‘r'[‘,_:"rlrnn||||||,|||. LS B B RIS IS LR LRI ILRELR AR

. T T T
Time-> 2.0 2.20 2.30 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30

Tgt m/z 189.9(Target) Q1 m/z 118.0 Q2 m/z 91.0
Abundance Abundance Abundance '
30000 2.722 29000 2722 P 12000 2.722 1
20000 10000 ‘
0f
20000 15000 8000
6000
10000
10000 i 4000
i
5000 2000
] 1|.|||||||||‘||;||1' LI s L N FLELLL N B LI I R s A L N R LIRS ALY
Time--> 2.|60 2.70 2.80 2.90 Time--> 2.60 2.70 2.80 Time--> 2.60 270 2.80
Tgt m/z 194.0(Intstd) Q1 m/z 128.1 o
Abundance h T T T T T Apundance
25000
2.686 2.686
20000 15000
15000 10000
10000
5000
5000
|'
J R——
|;-|||||||||n|||-||;‘.f"|||1||.|

[I'TII']'T"ITF'|'T'”‘ITT'TI1IIIIlll|l| ll‘l'llll‘llll‘lllllllll

IR I I |
Time-> 2.40 2.45 2.50 2.55 2.60 2.65 2.70 2.75 2,80 2.85 2.902.95 Time-> 240 250 260 270 280 290

Page 1 Printed on : 25 Feb 2022 5:18 pm
NVBOP - 075 VN
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QUANTITATION REPORT FOR Methamp ON : Quest/A73 68
Data File : C:\MSDCHEM\ 1\DATA\TXNAMMS20224018\0018P0004.d
Operator :
Tune File Nane : C:\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult : 1
Acg Method Name : C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
Calibration date : 25 Feb 2022 4:13 am
Acquisition date : 25 Feb 2022 5:11 pm
Sample Name : UNX
Misc Info i
Vial Number : 4
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 3.504 3.434- 3.574| 47381* ; 53855~ 215418
163.0 I 11894 25.1 19.9- 29.9
Methamp
204.0 3.545 3.474~ 3.616 64679
159.9 17726 27.4 21.9- 32.9
118.0 14452 22.3 17.2- 25.8

Concentration: 649.88 ng/mlL ** ISTD AREA IS BELOW MINIMUM LIMIT *%*

Abundance TIC: 001SP0004.d\DATA MS
2.722
60000 r
40000 2-?%
I
|'||
20000 |'l!
w
O'F“FT‘T‘r"I\‘I TTTTTI T T[T I [ TrriT |'r'I|:|||-|—r1:-l|r.'|r|'l:||||||'|||,||[|||f1||;|||||"'"T‘l'f'l|-|—l-rr|]' LB LN B L L LU I L
Time-> 2.10 2.20 2.30 2.40 2.50 2.60 270 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3,70 3.80 3.90 4.00 4.10 4.20 430
Tgt m/z 204.0(Target) Q1L m/z 159.9 02 m/z 118.0
Abundance Abundance Abundance
60000 12000
3.545 #5000 3.545 3.541
50000
10000
40000 10000 8000
30000 6000
20000 5000 4000
10000 2000
O r T Ol rprrr T T T :
Time-—-> 3.30 3.40 350 360 3,70 3.80 Time--> 3.30 3.40 3.50 3.60 3.70 3.80 Time--> 3.30 3.40 3.50 3.60 3.70 3.80
Tgt m/z 210.0(Intstd) Q1L m/z 163.0 - -
Abundance T - AbundanCﬁ
40000 STE04 10000 3.504
8000
30000
6000
20000
4000
10000 2000
cvlllillllll!Illlllllllllllll||llIllllllllllllllll' 0 T \ B P O Py et e A L 1;||ix-|vr=T'||||
Time—-> 325330335 340345350355360365370375 Time—> 330 340 350 360 370

Printed on : 25 Feb 2022 5:18 pm
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Batch Calibration Sampile

File +C: \MSDCHEM\ 1 \DATA\TXNAMMS20224018\002CA0002.4d
Operator

Acquired 25 Feb 2022 5:20 pm using AcgMethod AMPSINGLECAL.M
Sample Name: CAL

Misc Info

vial Number: 2

AMPHETAMINES IN URINE
Calibration Last Updated: Fri Feb 25 17:27:07 2022

Reference Window: 4.00 Percent
Non-Reference Window: 4.00 Percent
Correlation Window: 0.03 minutes
Default Multiplier: 1.00

Default Sample Concentration: 0.00

Compound Information

1) Amp D11l (ISTD TR)
Ret. Time 2.69 min., Extract & Integrate from 2.39 to
Signal Rel Resp. Pct. Unc. (rel) Integration
Tgt 194.00 *%% METH DEFAULT
Q1 128.10 70.20 20.0 *%% METH DEFAULT
Lvl ID Conc (ng/mL) Response
1 500.000 37620
Qualifier Peak Analysis ON ISTD conc: 500.000 ng/mL

Curve Fit: Linear, forced through origin

2) Amp ()
Ret. Time 2.72 min., Extract & Integrate from 2.52 to
Signal Rel Resp. Pct. Unc. (rel) Integration
Tgt 189%.90 *¥%% METH DEFAULT
Q1 118.00 77.00 20.0 *%* METH DEFAULT
Q2 91.00 358,20 20.0 *%* METH DEFAULT
Lvl ID Conc (ng/mL) Response

1 250.000 17749

Qualifier Peak Analysis ON
Curve Fit: Linear, forced through origin

3) Methamp D11 (ISTD TR)
Ret. Time 3.50 min., Extract & Integrate from 3.20 to
Signal Rel Resp. Pct. Unc. (rel) Integration
Tgt 210.00 *%% METH DEFAULT
Q1 163.00 24 .30 20.0 *%% METH DEFAULT
Lvl ID Conc {(ng/mL) Response
1 500.000 62742
Qualifier Peak Analysis ON ISTD conc: 500.000 ng/mL

Curve Fit: Linear, forced through origin

v v - e v A - . o A o o= e e An b e = e e e v e T we S S e e Sm mn e M e e e M e e e G e e e e e e Tm e e e e

Method: AMPSINGLECAL.M Fri Feb 25 17:27:08 2022

2.99 min.

& J Kk
* % %

2.92 min.

* %k k
*® %k
* %k %

3.80 min.

* %%
* k%

Page: 3
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4) Methamp

Ret. Time

Signal Rel Resp.
Tgt 204.00

Q1 159.90 27.10

Q2 118.00 20.70

Lvl ID Conc (ng/mL)

1 250.000

3.55 min., Extract & Integrate from

Pet. Unc. (rel)

Response
31546

Qualifier Peak Analysis ON

Curve Fit: Linear, forced through origin

()

3.25 to

Integration

*%% METH DEFAULT *¥%%
*%% METH DEFAULT *+*%
*%* METH DEFAULT ***

3.85 min.

Method: AMPSINGLECAL.M

Fri Feb 25 17:27:08 2022

Page: 4

NVBOP - 078
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QUANTITATION REPORT FOR Amp ON : Quest/A73

71

Data File : C:\MSDCHEM\1\DATA\TXNAMMS20224018\002CA0002.4
Operator :
Tune File Name : C:\msdchem\1\5975\atune.u
Tune Date : 25 PFeb 2022 3:20 pm Mult : 1
Acg Method Name + C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
Calibration date : 25 Feb 2022 5:27 pm
Acquisition date : 25 Feb 2022 5:20 pm
Sample Name : CAL
Misc Info :
vial Number ¢ 2
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Amp D1l
19%4.0 2.686 2.632- 2.739 37620 30273~ 121090
128.1 26414 70.2 56.2- 84.2
Amp
189.9 2.722 2.668- 2.777 17749
118.0 13662 77.0 61.6- 92.4
91.0 6954 39.2 31.4- 47.0
Concentration: 250.00 ng/mL CALIBRATOR
Abundance TIC: 002CA0002.d\DATA.MS
60000 3.504
2.686
40000 8.545
722
20000
Oﬁ"l‘llur"- (B e A L L L I AL W AL IR LN AL S B AR LA G NG AL i
Time-> 210 2.20 230 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 330 340 350 360 370 380 390 4.00 4.10 4.20 4.30
Tgt m/z 189.9(Target) 0l m/z 118.0 02 m/z 91.0
Abundance Abundance Abundance
15000 2,722 2.722 6000 2.722
10000
10000 4000
5000
5000 2000
| \__
‘-r‘—|-|rr—|—“:'-'r-‘r'—;—".|"!—|—|—|' LI e I s M M i R B e LN B Y I o Ty Te B G e o o o o e ol W 1o e e e s B
Time--> 2.60 270 2.80 2.90 Time--> 2.60 2.70 2.80 Time--> 2.60 2.70 2.80
Tgt m/z 194.0{(Intstd) o Q1L m/z 128 l N
Abundance ’ o ~ " Abundance
25000
30000 2.686 2.686 :
20000 .
20000 ’ 15000
10000
10000
5000
)
Il'lll—rrl"l'l J |f||'|"'|'ITIIII|I LI S e | IIIIIITII‘I!II llll'llll

Time--> 21—28.'2 45 2,50 2. 55 2 60 2 65 2 70 2.75 2.80 2.85 2.90 2 95 Time=->_ 2. 40 _2 50 260 270 2 80 290

Page 5 Printed on : 25 Feb 2022 5:27 pm
NVBOP - 079 A



SOTIANTTTATION RERORT _FOR Amn ON. . ueabk [AT72 e e S —
QUANTITATION REPORT FOR Methamp ON : Quest/A73

Data File
Operator

Tune File Name
Tune Date

Acg Method Name
Calibration date
Acquisition date

C:\MSDCHEM\ 1\DATA\TXNAMMS20224018\002CA0002.4d

: C:\msdchem\1\5975\atune.u
: 25 Feb 2022 3:20 pm Mult @ 1
: C:\MSDCHEM\ 1\METHODS\AMPSINGLECAL.M
25 Feb 2022 5:27 pm
: 25 Feb 2022 5:20 pm

Sample Name ¢ CAL
Misc Info g
vial Number 2
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 ’ 3.504 l 3.434- 3.574| 62742 l l 53855- 215418
163.0 15237 24.3 19.4- 29.2
Methamp
204.0 3.545 3.474- 3.616 31546
159.9 8545 27.1 21.7- 32.5
118.0 6538 20.7 16.6~- 24.8

Concentration: 250.00 ng/mL CALIBRATOR

Abundance TIC: 002CAQ002.d\DATA.MS
3.504
2.686
40000 545
722
20000
[ Ir v\
e i My
Oj’?Fr‘{—Frn|| o o B i e L e e B L R LA LR LR R
Time--> 2.10 2.20 2.30 240 2,50 2.60 2.70 2.80 2.90 300 3.10 3.20 3.30 3.40 350 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30
Tgt m/z 204.0(Target) Q1L m/z 159.9 02 m/z 118.0
Abundance Abundance Abundance
30000 8000
6000
25000 3.545 3.545 3.541
6000 5000
20000
4000
15000 4000 3000
10000 2000
2000
5000 1000
0 (B L L O LR B LI LA I 0 u:l;lllﬂ'ltllllnl TUT T v [ T7

T
Time--> 3.30 3.40 3.50 3.60 3.70 3.80 Time-> 3.30 3.40 3.50 360 3.70 3.80 Time—> 3.30 3.40 3.50 3.60 3.70 3.80

Tgt m/z 210.0(IntStd)

Q1 m/z 163.0

Abundance Abundance

50000 3.504 3.504

40000 10000

30000

20000 5000

10000

L0 R UL A I L I AU UGN LAY SRR KN B O T T e T

Time—> 3.25 3.30 3.35 3.40 3.45 3.50 3,55 3.60 3.65 3.703.75  Time-> _ 330 340 350 360 3.70
Page 6 Printed on : 25 Feb 2022 5W§6P-080
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QUANTITATION REPORT FOR Amp ON : Quest/A73

Data File : C:\MSDCHEM\1\DATA\TXNAMMS20224 018\002CA0002.4d 73
Operator :
Tune File Name : C:\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pme Mult : 1
Acg Method Name : C:\MSDCHEM\l\METHODS\AMPSINGLECAL.M
Calibration date : 25 Feb 2022 5:27 pm
Acqguisition date : 25 Feb 2022 5:20 pm~
Sample Name : CAL
Misc Info B
Vial Number : 2
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Amp D11
‘ 194.0 l 2.686 l 2.632~ 2.739‘ 37620 l l 18810- 75240
128.1 26414 70.2 56.2~ 84.2
Amp
189.9 | 2.722 2.668- 2.777 17749
118.0 13662 77.0. 61.6- 92.4
91.0 6954 39.2 ‘ 31.4- 47.0
Concentration: 250.00 ng/mL CALIBRATOR
Abundance TIC: 002CA0002.0\DATA.MS
60000/ 3,
‘ 2.686
40000
722
20000 /
Iy /

Olvv‘vﬁ'mrﬂ‘,:z‘. T |r||-':‘“|'|_'1_|‘?'-T-'r|rl—r|—F]'_1’|-r TTTTTTTT SR RS AL UL R LRI LR L
Tlme—-> 2.10 2,20 2.30 2.40 250 260 270 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 430
Tgt m/z 189.9(Target) 01 m/z 118.0 Q2 m/z 91.0
Abundance Abundance Abundance
15000 2.'{22 2,722 6000 2722
‘\ 10000
10000 | 4000
’ j 5000
5000 ’ [ 2000
T T ‘1"‘%"‘!‘"\'—!—]‘_(: LSt Tt et Iee S St AL L LR ML AL L AL LA TR N LA I R L
Time--> 2.60 270 2.80 2.90 Time--> 2.60 270 2.80 Time--> 2.60 270 280 i
Tgt m/z 194.0(IntsStd) I m/z 128.1 ) o
Abundance o "' 'Abundance
. 25000
30000 2.686 2.686
20000
20000 15000
10000
10000
] 5000
\_ ) ]
T T T T l T T T L T T T T [ B B | T T T T

1T|ll"l—|—r1'1‘1'l T l’l"[rvltlrlr ™

TTTTI T T T T T
Time--> 2.40 2.45 2.50 2.55 2.60 2.65 2.70 2.75 2.80 2.85 2.90 2.95  Time->_ 240  2.50 ,,gpg_MA27o“mgaq___zso

Page 7 Printed on : 25 Feb 2022 5:27 pm E
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WUMINL L LALIUN REFURL PUK MeLldlp ON 2

Yuesu, i s

Data File C: \MSDCHEM\ 1\DATA\TXNAMMS20224018\002CRA0002.4d
Operator
Tune File Name C:\msdchem\1\5975\atune.u
Tune Date 25 Feb 2022 3:20 pm Mult : 1
Acq Method Name ¢: \MSDCHEM\ 1\METHODS \AMPSINGLECAL .M
Calibration date 25 Feb 2022 5:27 pm
Acquisition date 25 Feb 2022 5:20 pm
Sample Name CAL
Misc Info :
Vial Number 2
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 l 3.504 l 3.434- 3.574‘ 62742 I ! 31371- 125484
163.0 15237 24.3 19.4-~- 29.2
Methamp
204.0 3.545 3.474- 3.616 31546
159.9 8545 27.1 ' 21.7- 32.5
118.0 -6538 20.7 16.6- 24.8
Concentration: 250.00 ng/mL CALIBRATOR
Abundance TIC: 002CA0002.d\DATA.MS
60000 3.404
2.686
40000 545
722
20000

Time~-> 2.10 220 230 2.40 2.50 260 270 280 2,90

AR ARE RS AR R L L o A IR AR A RS AR an Al USRS

3.00 3.10 3.20 3.30 3,40 3.50 3.60 3.70 380 390 400 410 4.20 4.30

Tgt m/z 204.0(Target) Q1L m/z 159.9 Q2 m/z 118.0
Abundance Abundance Abundance
8000
6000
25000 3.545 3.545 3.541
6000 5000
20000
4000
15000 4000 3000
10000 2000
2000
i 1000 B
0 L
{ A 2 e e 0 It (N Nt N A N L UL ML S L B LA AL L “r-rrvﬂ—:—v—rv—v—r—r‘]“"‘ = T
Time—> 350 340 350 3.60 370 3.80 Time—>  3.30 3.40 3.50 3.60 3.70 3.80 Time-> 330 3.40 3.50 350 3.70 3.80
Tgt m/z 210.0(IntStd) Q1 m/z 163.0
Ahundance Abundance
50000 3.504 3.504
40000 10000
30000
20000 5000
10000
011!“!III‘||I|1\IIIIIIIIlllllllllllllllllll[lllllillllllll . 0 LA B S N B A B I RN Rt R St M I B L S B ) T T =rT
Time--> 3.25 3.30 3.35 3.40 3.45 3.50 3.55 3.60 3.66 3.70 3.75 Time--> 3.30 3.40 3.50 3.60 3 70
Page 8 Printed on 25 Feb 2022 5:27 pm
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Instrument A73

Calibration Sumuary Report
AMPHETAMINES IN URINE

Acquisition Method; C:\MSDCHEM\ 1\DATA\TXNAMMS20224 018 \AMPSINGLECAL.M

Calib Update Time
Data Path

Compound Information:

Fri Feb 25 17:27:07 2022
C: \MSDCHEM\ 1\DATA\TXNAMMS20224018\

75

1) Amp D11 (I8TD)
Response
vl File Conc R.T. 194.00 128.10
1 002CA0002.4d 500.00 2.69 37620 70.21
Average: 2.69 37620 70.21
ISTD Range( 18810.00- 75240.00)
2) Amp N
Response
ILvl File Conc R.T. 189.90 118.00 91.00 RE
1 002CAQ002.4d 250.00 2.72 17749 76.97 39.18 0.944
Average: 2.72 76.97 35.18 0.944
Correlation Coefficient 1.0000 Rf Range ( 0.755- 1.132)
Amp

Regponse Ratio

0.
0.
0.
0.
0 T T S | T T T T T o g T T T ; M T T T T T S
0 0.1 0.2 0.3 0.4 0.5
Amount Ratio
Resp Ratio = 9.44e-001 * Amt
Coef of Det (r*2) = 1.000 Curve Fit: Linear/(0,0)
Fri Feb 25 17:27:12 2022 Page 1
NVBOP - 083
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Instrument :
Acquisition Method:
Calib Update Time
Data Path

Calibration Summary Report
AMPHETAMINES IN URINE 76

A73

C: \MSDCHEM\ 1\DATA\TXNAMMS20224 018 \AMPSINGLECAL.M

Fri Feb 25 17:27:07 2022

C: \MSDCHEM\ 1\DATA\ TXNAMMS20224018\

Compound Information:

3) Methamp D11 (ISTD)
Response
Lvl File Conc R.T. 210.00 163.00
1 002CA0002.4d 500.00 3.50 62742 24 .29
Average: 3.50 62742 24,29
ISTD Range( 31371.00-125484.00)
4) Methamp
Response
Lvl File Conc R.T. 204.00 159.90 118.00 RE
1 002CA0002.d 250.00 3.55 31546 27.09 20.73 1.006
Average: 3.55 27.09 20.73 1.006
Correlation Coefficient = 1.0000 Rf Range ( 0.804- 1.207)
Methamp
Response Ratio
0.5
_+
0.4
0.3
0.2
0.1
0 T T T T I T T T T ’ T T T T I T ¥ T T I T T T T [ T
o] 0.1 0.2 0.3 0.4 0.5
Amount Ratio
Resp Ratio = 1.01le+000 * Amt
Coef of Det (r®2) = 1.000 Curve Fit: Linear/(0,0)
Fri Feb 25 17:27:12 2022 Page 2
NVBOP -084 (@~



Ny W S

QUANTITATION REPORT FOR Amp ON : Quest/A73 ' 7 7

Data File : C:\MSDCHEM\l\DATA\TXNAMM820224018\OOBSPOOOS .d
Operator )
Tune File Name : ¢:\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult : 1
Acq Method Name : C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
Calibration date : 25 Feb 2022 5:27 pm
Acquisition date : 25 Feb 2022 5:29 pm
Sample Name : 40% CTRL
Misc Info )
Vial Number : 3
Cmpnd | Signal| RT | Limits | Response | QRatio |  Limits
Amp Dil
194.0 2.680 2,632~ 2.739 26520 18810~ 75240
128.1 19223 72.5 56.2~- 84.2
Amp
189.9 2.722 2.668- 2.777 5645
118.0 4218 74 .7 61.6- 92.4
91.0 2121 37.6 31.4- 47.0
Concentration: 112.79 ng/mL
Abundance - TIC: 003SP0003.d\DATA.MS
40000 3.504
i 2,686
300004
{
20000]|
} 792 545
10000, 1 {\

GL—r-r-||r:|1'—.:'ir1ti‘ 'Y—J_ri-rli|-|||1|r||1||||||r||-1||||r||T_|"_4']"||||J||llrlqlllr]rirallna-nf'|_|||r||||-_|
Time—> 210 2.20 2.30 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30
Tgt m/z 189.9(Target) Q1L m/z 118.0 Q2 m/z 91.0
Abundang Abundance ‘Abundance

5, 4000
2000
4000 2.’{22 2722 ; 2.722
3000
1500
3000
2000
2000 1000
1000 | 1050 | 500
'-I'_'I—T—["IT"'! l!‘:ql’ ."’1"|"l' ‘[lllltllrllll‘l!ll IIrIIIlI‘lliII
Time--> 260 270 280  2.90 Time-> 260 270 280 2.90 Time--> 260 270 280 290 '
Tgt m/z 194.0(IntStd) Q1 m/z 128.1 - o 3
Abundance T T T  Abundance
2.686
20000 2850
15000 10000
10000 _
. 5000
5000 J
‘Illllll T TTTT T T Trrijgirrrsy TY Fv IIIIIII| LIt L) '|| T T ToT LA I!lllrlTl T 507
Time-> 240248 2.50 2,55 2.60 265 2.70 2.75 2.80 2.85 2.90 295 Time-> 240 250 260 270 280 290
Page 9 pPrinted on : 25 Feb 2022 5:36 pm
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QUANTITATION REPORT FOR Methamp ON : Quest/A73 78

Data File : C:\MSDCHEM\l\DATA\TXNAMMS20224018\0035130003.d
Operator :
Tune File Name : C:\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult : 1
Acqg Method Name . C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
Calibration date : 25 Feb 2022 5:27 pm
Acquisition date : 25 Feb 2022 5:29 pm
Sample Name : 40% CTRL
Misc Info i
Vial Number : 3
cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 3.504 3.434- 3.574 44493 31371- 125484
163.0 l ‘ \ 11160 l 25.1 1 19.4~ 29.2
Methamp
204.0 3.545 3.474- 3.616 9984
159.9 2667 26.7 21.7- 32.5
118.0 2220 22.2 16.6- 24.8
Concentration: 111.57 ng/mL
Abundance TIC: 003SP0003.d\DATA.MS
40000 3.504
2.686
30000
20000
545
10000 '?22
VA
AL

it i A l--—r|1|—|— TAT T L B T o o
T T |

Ol rprTTrT AR VAR A A A
Time--> 2.10 2.20 2.30 2,40 250 260 270 2.80 2.80 300 310 320 330 3.40 350 360 370 3.80 3.90 400 410 4,20 430

Tgt m/z 204.0(Target) Q1 m/z 159.9 Q2 m/z 118.0
Abundance Abundance Abundance
2500 2000
8000
3.545 3.545 3.545
2000
6000 1500
1500
4000 1000
1000
2000 500 500
|
e i
0'1—1—'—1"!7‘1 1H‘|"||"||r|T’T"['?F"'|‘ Ol onu;ux||||u|||n(u||||»||| L S e S UL WL IR

Time-->  3.30 3.40 3.50 380 3.70 3.80 Time-> 330 340 350 3.0 370 3.80 Time—>  3.30 3.40 3.50 3.60 3.70 3.80

Tgt m/z 210.0(IntStd) Q1 m/=z 163 0
Abungange ' T 7 Abundance
3.504 3.504
8000
30000
6000
20000
4000
10000 2000
(1 e R RNE W s AR AR RN AR R R L L T Ot r7 T T r—)v1v—‘:“_‘|1*l'-'|'-|—‘r (s i i e e i
rine> 305 3.50 3,35 340 3.45 3.50 3,55 3.60 365 3.70 375 Time—> . 330 340 350 360 . 370
Page 10 Printed on : 25 Feb 2022 5:36 pm
NVBOP - 086 A
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Quest/AT73

79

Data File C:\MSDCHEM\ 1\DATA\TXNAMMS20224018\0043P0004.4
Operator
Tune File Name C:\msdchem\1\5975\atune.u
Tune Date 25 Feb 2022 3:20 pm Mult : 1
Acg Method Name C: \MSDCHEM\ 1\METHODS\AMPSINGLECAL.M
Calibration date 25 Feb 2022 5:27 pm
Acquisition date 25 Feb 2022 5:38 pm
Sample Name 125% NRC
Misc Info
vVial Number 4
Cmpnd | Signal| RT Limits | Response | QRatio | Limits
Amp D11
194.0 2.690 2.632- 2.739 26459 18810- 75240
128.1 19211 72.6 56.2- 84.2
Amp
189.9% 2.727 2.668- 2.777 34009
118.0 26487 77.9 6l1.6- 92.4
91.0 13618 40.0 31.4- 47.0
Concentration: 681.09 ng/mL
Abundance TIC: 004SP0004 A\DATA.MS
3.545
60000 2722
40000 5.9
2.8
20000
R R R A B s e o o RIS LA S o i i o o R A s
Time--> 2.10 2I20 230 240 250 260 270 280 290 300 3.10 3.20 3.30 3.40 3|50 3.60 3170 3.80 3.80 4}30 4I10 4I20 4%30 !
Tgt m/z 189.9(Target) Q1 m/z 118.0 Q2 m/z 91.0
Abundance Abundance Abundance
30000 12000
25000 2?27 20000 2.722 10000 2722
(l
20000 | !| 15000 8000
|
15000 B 6000
Il 10000
10000 | |I 4000
|1
5000 [ 5000 2000
|\
rn..n.-r‘l'ruu ™17 T T T T O T o LI L DA R Bt TR N T A R B S M
Time--> 2. 60 2.70 2. 80 2.90 Time--> 2.‘60 2. I70 2.80 2. 90 Time--> 2.60 2.!70 2.80 2.90
Tgt m/z 194.0(IntsStd) Q1 m/z 128.1
Abundance Abundance
15000 2.686
20000 2.690
15000 10000
10000
5000
5000
‘IlllllllIlIIIOIIIlllllllllllll!!irllI‘lll'llll'lll T r 1 1 llll[\l'l‘llhll illlllI[l
Time.> 240245 250 258 2.60 2.65 270 2.75 2.80 2.85 2.00 2.05 Time-> 240 250 260 270 280  2.90
Page 11 Printed on 25 Feb 2022 5:45 pm
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QUANTITATION REPORT FOR Methamp ON : Quesi,a73

Data File : C:\MSDCHEM\1\DATA\TXNAMMS20224018\0048P0004.4d ES()
Operator i
Tune File Name . C:;\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult : 1
Acqg Method Name :+ C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
Calibration date : 25 Feb 2022 5:27 pm
Acqguisition date : 25 Feb 2022 5:38 pm
Sample Name : 125% NRC
Misc Info H
Vial Number : 4
Cmpnd | Signmal| RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 3.504 3.434- 3.574 44113 31371~ 125484
163.0 11169 25.3 19.4- 29.2
Methamp
204.0 3.545 | 3.474- 3.616 60278
159.9 16484 27.3 21.7- 32.5
118.0 13356 22.2 16.6- 24.8
Concentration: 679.43 ng/mL
Abundance TIC: 0045P0004.d\DATA.MS
3.545
60000 2.722
40000 330
2.6
20000 [\
[ |
] |
O -'1"|||r|-|"""“1'1'\|.||'.’“rrrr|||r|.||1—|1[.1.||'|~.|"-_['1—" 1r|||1|||n||||r"1"'T||E|||-||-|J --|‘|1—*|F\T‘Y“I"T‘||:|||11
Time--> 210 220 2.30 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30
Tgt m/z 204.0(Target) Q1 m/z 159.9 Q2 m/z 118.0
Abundance Abundance Abundance
40000 10000 8000
30000 6000
20000 5000 4000
10000 | 2000
Olllllll [ e 2 1 ML LI S O‘r‘l—'—v—r'r'FTT'T‘r'_T""lf“If"‘T'T'F‘ﬂTﬁ‘]"‘l' L B B A LR S R IR I IR LK)
Time--> 3,30 3.40 3.50 3.60 3.70 3.80 Time-> 3.30 3.40 3.50 3.60 3.70 3.80 Time--> 330 340 3.50 3.60 3.70 3.80 .
Tgt m/z 210.0(IntStd) Q1 m/z 163.0
: S R ~
Abquggoc:g' s,
; 3.504 3.504
! 8000
30000}
! 6000
200001
I 4000
i
1000(]1l 2000
|
0’ —1]|r—rv-[11~r—r|-u|u..-.n.rn..unn-n.n;unlnuqf‘ Ot T T T L et e N O LA
Time--> 3.25 3.30 3.35 3.40 3.45 3.50 3.55 3.60 3.65 3.70 3.76 Time-> N 330 340 350 380 370
Page 12 Printed on : 25 Feb 2022 5:45 pm
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QUANTITATION REPORT FOR Amp ON : Queo. 53]_
Data File < ¢ C:\MSDCHEM\ 1\DATA\TXNAMMS20224018\005NE0005.4
Operator :
Tune File Name : C:\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult : 1
Acqg Method Name : C:\MSDCHEM\ 1\METHODS \AMPSINGLECAL.M
Calibration date : 25 Feb 2022 5:27 pm
Acguisition date : 25 Feb 2022 5:47 pm
Sample Name : NEG INT CTRL
Misc Info :
Vial Number : 5
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Amp D11
194.0 2.690 2.632- 2.739 34150 18810~ 75240
128.1 24595 72.0 56.2~ 84.2
Amp
189.9 2.754 2.668- 2,777 2
118.0 0 0.0% 61.6~- 92.4
91.0 0 0.0% 31.4- 47.0
Concentration: 0.03 ng/mL ** GOOD NEGATIVE: CONC. < 25 ng/mL LIMIT **
Abundance TIC: 005NEG005.A\DATAMS
3.504
2.690
40000
20000
a
2.274 il n, 3;093 3,591 4107
G'|—'—'—r—|'|—rl{||'|1—r1|"'11""'l‘";’[-|rr"r|r:|"n AT YT r|—n—|-|[-rrﬁ—|""—_v'—'v=r7r-|v’1”'1"""# L L2 L e |r"|'T'i4|LI‘T'rr|'H‘|"|"‘I'r'T'\_|'1
me>2m2m2w2m2mumoﬂvzm2%smsmsmswsmswsmﬂwaum3%4w4m4m4w
Tgt m/z 189.9(Target) Q1 m/z 118.0 Q2 m/z 91.0
Abundance Abundance Abundance
120
65 150
110 140
60
130
7 100
5 120
l1llll|| IIIDIII!I goll‘l |llllllll'lllll rll'llllllllllllll
Time--> 2.60 270 2.80 290 Time--> 260 2,70 2.80 2.90 Tlme--=- 2.60 2.70 2.80 2.90
Tgt m/z 194. 0({Intstd) Q1 m/z 128. 1
Abundance 7 T T pbundance T e e
30000 2,690 20000 2.686
25000
15000
20000
15000 10000
10000
5000
5000
Te 1II' fl) I|II|I|IIl.<IlI||I.||| LI T t 1 III|I|IIV'I1II IIII;

Time--> 2402452502552602652?02?5280285290295 Time~> 240 250 280 270 280 290

Page 13 Printed on : 25 Feb 2022 S:ﬁélgbp - 089



QUANTITATION REPORT FOR Methamp ON :

Data File
Operator
Tune File Name
Tune Date
Acq Method Name
Calibration date
Acquisition date
Sample Name
Misc Info
Vial Number
gignal| RT
D1l
210.0
163.0
Methamp
204.0
1598.9
118.0

Cmpnd |
Methamp
‘ 3.504

3.545

Concentration:

Abundance

40000

20000

2.274

: NEG INT CTRL

QAT e ey
QueslBTIT T

C:\MSDCHEM\l\DATA\TXNAMMSZ0224018\OOSNEOOO5.d

C:\msdchem\1\5975\atune.u

25 Feb 2022 3:20 pm
C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
25 Feb 2022 5:27 pm

25 Feb 2022  5:47 pm

5

! Limits | Response | QRatio |
3.434- 3.574 56747
14089 24.8
3.474- 3.616 92
0 0.0%
0 0.0%

TIC: 005NEQ005.A\DATA.MS
3
2.690

3.093
N

504
3.591

Mult : 1

Limits

31371~ 125484

19.4- 29.2
21.7- 32.5
16.6- 24.8

0.80 ng/mL *% GOOD NEGATIVE: CONC. < 25 ng/mL LIMIT **

4.907
£

AN _
QYT o P T

Time~> 2.0 2.20 2,30 2.40 2.50 2.60

Tgt m/z 204 .0(Target)

T BB TN R IR I (LR RS U ISR A

270 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30

QL m/z 1592.9

|c.||l||||||x|u|ﬂ|T;|l||| |n|1]“'r’r‘1r[r||'|:

02 m/z 118.0

Abundg?ﬁg Abundance Abundance
5
3.545 80 130
100 60 120
40 110
50| s
20 100 '
oﬁ—rTllllllllll|ll‘ll’lIlll'lll O|IlllllIllllll"ll!lllllll‘lllll go IIIIIlIIIII!‘IIIIII|I|||II'I
Time--> 3.30 3.40 3.50 3.60 3.70 3.80 Time-> 3.30 3.40 3.50 3.60 3,70 3.80 Time-> 3.30 3.40 3.50 3.60 3.70 3.80

Tgt m/z 210.0 (Intstd)

01 m/z 163.0

Abundance Abundance
50000
3.504 12000 3.504
40000 10000
30000 8000
6000
20000
4000
10000 2000
0 rT||||||l1u|||1ulr‘rrn'n—nll||nIf'ith|n|nu|||n|||||| ) 0 x|»||un-|-||||||‘|||1;||ﬁ|||1
Time--> 3.25 3.30 3.35 3.40 3.45 3.50 3.55 3.60 3.65 3.70 3.75  Time--> 330 340 350 380 370
Pagé 14 Printed on 25 Feb 2022 5:54 pm
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Tune Date

Acg Method Name
Calibration date
Acqguisition date

e ae  we  as

QUANTITATION REPORT FOR Amp ON : Quest/a/. 83
Data File C:\MSDCHEM\l\DATA\TXNAMMSZ0224018\0068P0006.d

Operator g

Tune File Name : C:\msdchem\1\5975\atune.u

25 Feb 2022 3:20 pm Mult : 1
C: \MSDCHEM\ 1\METHODS \AMPSINGLECAL.M

25 Feb 2022 5:27 pm

25 Feb 2022 5:56 pm

Sample Name 69250472
Misc Info 5
Vial Number 1 6
Cmpnd | Signal| RT [ Limits | Response | QRatio | Limits
Amp D11
194.0 2.690 2.632- 2.739 34111 18810~ 75240
128.1 23826 62.8 56.2- 84.2
Amp
189.9 2.727 2.668- 2.777 367910
118.0 285946 77.7 61.6~- 92.4
91.0 141034 38.3 31.4~ 47.0
Concentration: 5715.20 ng/mL \b
Abundance TIC: 006SP0006.A\DATA.MS \(NQ\\ ) 7
2.727 \ ;
600000 @50\* '?Qﬁ’
O ‘_@@,% '
400000 ?
200000 4217
2.6 3;?4
) 0'|‘l|lllllllll||‘ lll!lll]llll T1T110 I|IIIII'IIIII|lililillllllllllllllllll!ll]!lllllllll |II)llll‘lllllllll'l?llllE
Time-> 2.10 2.20 2.30 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30
Tgt m/z 189.9(Target) Q1 m/z 118.0 Q2 m/z 91.0
Abu Abundance ' ' o ‘Abundance '
ACDBESS, $66000
2.727 250000 2727 ; 2.722 l
300000 ; :
200000 , 100000
200000 150000
100000 ‘ . 50000
100000 | :
50000 f
|
Lttt e e L L A B '1"!'.1.||||)Irr|'_|rl|l|r LA [ e Mt A e I N (N L N N
Time-> 2.60 2.70 2.80 2.90 Time-—-> 2.60 2.70 2.80 2.9 Time--> 2.60 2.70 2.80 2.90 !
Tgt m/z 194.0 (Intstd) MQ;_?/?ﬂ}%gl%n B B B
Abundance T i Abundance ' T -
2.686
30000 2.690 . 20000
25000 : :
15000 i
20000
15000 10000 ;
10000 .
5000 ;
5000 i
TTET l T T T T T T T T T T l T T 1 ¥ ‘ T T T T | T T T T

. |;‘||7r1_|_|’|—'lll|||lll
Time-> 2.40 2.45 2,50 2.55 2.60 2

Page 15

LR RO UL S

N I
55 270 275 2.60 2,85 200 265 Time-> 240 250 260 270 280 280

Printed on : 25 Feb 2022 6:03 pm
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QUANTITATION REPORT FOR Methamp ON : Quest/A73

,Data File C: \MSDCHEM\ 1\DATA\ TXNAMMS 2 0224018\ 006SP0006.d
Operator :
Tune File Name : C:\msdchem\1\59275\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult 1
Acqg Method Name : C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
Calibration date 25 Feb 2022 5:27 pm
Acquisition date 25 Feb 2022 5:56 pm
Sample Name 6925042
Misc Info
Vial Number 6
Cmpnd | Signal] RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 | 3.504 3.434- 3.574 46004 31371- 125484
163.0 11618 25.3 19.4- 29.2
Methamp
204.0 3.545 3.474- 3.616 211
1592.9 63 29.9 21.7- 32.5
118.0 70 33.2% 16.6- 24.8
Concentration: 2.28 ng/mL
Abundance TIC: 0065P0006.d\DATA.MS
2,127
600000
400000
200000 4.217
2/#? 3.504

0

Tgt m/z 204.0(Target)

LI O R L B llliilllll!lll Ty

Time—> 2.10 2.20 2.80 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 3.30 3.4
Q1 m/z 159.9

LESURN B R L L AL

Abundance Abundance Abundance
250‘ 120 320
3.545 3.545

2oof 100 300
80 280

150
60 260
100 | : " o 10

\ A

50 },W N 20 220
Oi'l'T'F”I'Y'I]ll Ol‘l llll|livl LR lllllllllllt 200

3 r-rrr‘r T
Time--> 330 3.40 3.50 3.60 3.70 3.80 Time-->

Tgt m/z 210.0(Intstd)

3,30 3.40 3.50 360 3.70 3.80 Time-->
Q1L m/z 163. 0

T T T Ty T ] I||I||IIIIlv!lllll‘l'(lllllllll!llill

0 3.50 3.60 3.70 3.80 3.80 4.00 4.10 4.20 4.30
Q2 m/z 118.0

3.55 i

1|lll|llll‘lllltllllll|lllll!

3.30 3.40 3.50 3.60 3.70 3.80

Abundance " Abundance ;
40000 3.504 10000 3.504 '
8000
30000
6000
20000
4000
10000 2000
0"1‘1‘|‘l"’1‘l"|‘| H'l’qnx‘“un‘unn]nnllxu|l|~|||||ll|u||u|li 0 T L w2 A e A RS lll!llllll|l|ll§
Time--> 325330 3.35 3.40 3.45 3.50 3,55 3,60 3.65 3.70 375 Time-> _ 330 340 350 380 _ 370
Page 16 Printed on : 25 Feb 2022 6:03 pm
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B W AT e ke kA L AWAY ANAID WAL L

LU Al WING D YMEEBL/ALS

Data File C:\MSDCHEM\l\DATA\TXNAMMsz0224018\024SP0022.d
Operator
Tune File Name C:\msdchem\1\5975\atune.u
Tune Date 25 Feb 2022 3:20 pm Mult : 1
Acg Method Name C:\MSDCHEM\l\METHODS\AMPSINGLECAL.M
Calibration date 25 Feb 2022 5:27 pm
Acqguisition date : 25 Feb 2022 8:40 pm
Sample Name s 718546Z% %%
Misc Info :
Vial Number : 22
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Amp D11
194.0 2.690 2.632- 2.739 37329 18810- 75240
128.1 26724 7L.6 56.2- 84.2
Amp
189.9 2.722 2.668~ 2.777 2
118.0 6 300.0%* 61.6- 92.4
91.0 0 0.0* 31.4- 47.0
Concentration: 0.02 ng/mL
Abundance TIC: 0248P0022.d\DATA.MS
2.690 3.304
40000 :
20000
L A I I I A A I I A L s e
Time-> 210 220 2.30 2.40 2.50 2.60 2.70 2.80 2.0 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 440 420 450 "
Tgt m/z 189.9(Target) Q1 m/z 118.0 Q2 m/z 91.0
Abundance Abundance Abundgﬁ§?
’ 110
70 '
, ; 140
65 100
130
60 722 90
55 120
, 80
LR T §F F T ] ¢ 1 &t 71 1T 1 T lllllllllllllll Ill‘lllllllllilll‘T
Time--> 2.%50 2.l70 2.80 2.90 Time--> 260 2. 70 2. 80 2. 90 Time-~> 2.60 270 2.80 2.90
Tgt m/z 194.0(Intstd) Q1 m/z 128.1
Abundance Abundance
30000 2.690 20000 2088
25000
15000
20000
15000 10000
10000
5000
5000
lllllllllllllll‘l TV T TETT TIrriiTT ||||“|||||||||llr T 1§ 1 T T T T T 1] T T F 75 1 T 11T T T
2402252%02%52%02%52502%5280285290295 Tirng--> 240 250 260 270 280 290

Time-->

25 Feb 2022 8:47 pm
NVBOP - 093
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QUANTITATION REPORT FOR Methamp ON :

Quest/A73

86

Data File : C:\MSDCHEM\1\DATA\TXNAMMS20224018\0248P0022.4d
Operator )
Tune File Name C:\msdchem\1\5975\atune.u
Tune Date 25 Feb 2022 3:20 pm Mult 1
Acqg Method Name C: \MSDCHEM\ 1\METHODS \AMPSINGLECAL .M
Calibration date 25 Feb 2022 5:27 pm
Acguisition date 25 Feb 2022 8:40 pm
Sample Name 718546Z%*%*
Misc Info :
Vial Number : 22
Cmpnd | Signal| RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 3.504 3.434- 3.574 58976 31371~ 125484
163.0 14694 24.9 19.4- 29.2
Methanyp
204.0 3.545 3.474- 3.616 70
159.9 0 0.0% 21.7- 32.5
118.0 15 21.4 16.6~ 24.8
Concentration: 0.59 ng/mL
Abundance TIC: 024SP0022.d\DATA.MS )
2.690 3.904
40000
20000

0 I

|| I‘.
J ‘-\_

¥ T Y |r||||.|||-||r1 T

NN

U LR L e i

an T
Time--> 210 220 230 240 250 260 270 2.80 2.90 3.00 3.10 3.20 330 340 3.50 3.60 3.70 3.80 3.80 4.00 4.10 4.20 4.30

Tgt m/z 204.0(Target)

Q1 m/z 159.9

Q2 m/z 118.0

Abundance Abundance Abundance
120 !
100 3.545 . 80 :
: 100 !
80 60 !
60 =14} 3.545
40
40 e NN AR AN
20 80
20
0' ﬁ""l"”""'["" ||: Olfl!lllllilllllltltllll!l'vl ) 7cl(lllll|||l|lllllllll|l'l
Time--> 3.30 3.40 3.50 3.80 3.70 3.80 Time-> 3.30 3.40 3.50 3,60 3.70 3.80 Time-> 3.30 3,40 3.50 3.60 3.70 3.80
Tgt m/z 210.0(IntsStd) Q1 m/z 163.0 e
Abundance - Abundance
50000
3.504 12000 3.504
40000 ‘ 10000
30000 AIG0 :
6000
20000 |
4000 i
10900 . 2000 i
| \ i
: OTI‘I"ITF'I'T'! |."r||||- T |.rt.r||.1..|||l||||-||tr.|. lenr T T T T 1 1.1 LU Rt I 20 D M S L B A A |
Time--> 3253303353403453503553603653703?5 _Timeg—> . 330 340 350 360 370 .
Printed on : 25 Feb 2022 8:47 pm
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l QUANTITATION REPORT FOR Methamp ON : Qdest/A’i.? 87

Data File : C:\MSDCHEM\1\DATA\TXNAMMS20224018\0468P0041.d
Operator d
Tune File Name : C:\msdchem\1\5975\atune.u
Tune Date : 25 Feb 2022 3:20 pm Mult : 1
Acg Method Name : C:\MSDCHEM\ 1\METHODS\AMPSINGLECAL .M
Calibration date : 25 Feb 2022 5:27 pm
Acquisition date : 25 Feb 2022 11:59 pm
Sample Name : 125% CTRL
Misc Info :
vial Number : 41
Cmpnd | Signal] RT | Limits | Response | QRatio | Limits
Methamp D11
210.0 3.508 3,434~ 3.574 36701 31371- 125484
163.0 9205 25.1 19.4- 29.2
Metham)
204 .0 3.5850 3.474- 3.616 27168
159.9 7329 27.0 21.7- 32.5
118.0 5885 21.7 16.6~- 24.8
Concentration: 368.07 ng/mL
Abundance ‘ B 7 TIC: 046SP0041.d\DATAMS
3.50950
28927
20000
10000
O'rrr'r'rrr-rnv T Illllllll]i!llllll! lllIIIlll|l1lllllll'l!lllllll'llll’lllllI'_||Tlll|lll|ll|l|ll|1llllll|'lllll!lllll
Time-> 2.10 2.20 2.30 2.40 2.50 2.60 2.70 2.80 2.90 3.00 3.10 3.20 3.30 3.40 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30
Tgt m/z 204.0(Target) Q1 m/z 159.9 Q2 m/z 118.0
Abundance Abundance Abundance
6000 5000
20000
p ] ‘ 3.54
3.550 5000 3.545 4000 5
15000 4000
3000
10000 000 ;
i 2000
| 2000 ;
l Sa00 1000 . 1000
OII {10 T I 2t R i T O Oﬁ‘ﬁﬁ‘rr‘_rﬁ-rrrr-rﬂ-rrwq'rrﬁj"l‘r LI L B O L AL M
Time--> 3.{’»0 3.140 3.|50 3.%0 3.'70 3.180 Time--> 3.30 3.40 3.50 3.60 3.70 3.80 Time-> 3.30 3.40 3.50 3.60 3.70 3.80
Tgt m/z 210.0(IntsStd) Q1 w/z 163.0 o
Abundance e T Abundance
25000 3.509 6000 3.509
20000 5000
4000
15000
3000
10000
2000
5000 1000
OIH—v—\-°r|-rr||..|....T|||....‘.TT;_‘T....r||Z'_-|-|‘1’\r"'TF" c|Il|'llll|llllllllllltllllll'l
Time-> 3.25 3.30 3.35 3.40 3,45 3.50 3.5 3.60 3.653.703.75  Time-> _ 330 340 _ 350 = 3680 _ 3.70

Printed on : 26 Feb 2022 0:06 am
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QUANTITATION REPORT FOR Amp ON : Quest/A73

Data File : C:\MSDCHEM\l\DATA\TXNAMMsz0224018\0468P0041.d
Operator :
Tune File Name : C:\msdchem\1\5975\atune.u
Tune Date .+ 25 Feb 2022 3:20 pm Mult : 1
Acg Method Name : C:\MSDCHEM\1\METHODS\AMPSINGLECAL.M
calibration date : 25 Feb 2022 5:27 pm
Acquisition date : 25 Feb 2022 11:59 pm
Sample Name : 125% CTRL
Misc Info :
vial Number : 41
cmpnd | Signal| RT | Limits | Response | QRatio |  Limits
Amp D1l
194.0 2.695 2.632- 2,739 22440 18810- 75240
128.1 16088 71.7 56.2~ 84.2
Amp
189.9 2.731 2.668- 2,777 15870
118.0 12296 77.5 61.6- 92.4
91.0 6286 39.6 31.4- 47.0
Concentration: 374.74 ng/mL
Abundance © 7 7 TIC: 048SP0041.d\DATAMS
3.40850
2897
20000
10000

(RN B ||||||l|l|l|||ll[||||1||I11|l'|l||||l|| AR T R AR Illlllllllll|||l|||lll|!lll|l|l)l|l

Time-> 210 220 230 240 250 2.60 2,70 2.80 2.90 3.00 3.10 3.20 3.30 340 3.50 3.60 3.70 3.80 3.90 4.00 4.10 4.20 4.30

Tgt m/z 189, 9 (Target) 01 m/z 118.0 Q2 m/z 91.0
Abundance Abundance Ab""ﬁﬁﬂﬂf
10000 2731 . 8000 2.727 ' 4000 2.727
8000
E0g ! 3000
6000 \
4000 ' 2000
4000
2000 2000 - 1000
T 1 T T T T T T T T T T T II rrri T 1 I T T 1 T T UL L T 1. 1 7 T '
Time--> 260 270 280 290 Time--> 2.60 270 2.80 290 Time--> 260 270 280 290
Tgt m/z 194.0(IntsStd) @ m/z‘;gs 1 B o B
Abundance o T T T Abundance
15000 g
2.695 10000 2.690
8000
10000
6000
4000 §
5000
i 2000
i | .
/
1r|-v[-rr1-rr T T T :ir‘r'“ri|||n[|‘1lT1|rr' nxn:[lc:n]un»|||u-|||(-|'|||n-
Time—> 240245250255260265270275280285 200205 Time-> 240 250 260 _ 270 280 290

printed on : 26 Feb 2022 0:06 am
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CERTIFICATION INFORMATION
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51030236 AREA/ROUTE/STOP: XXXXXXX

DESERT VIEW HOSPITAL

360 S LOLA LN

PAHRUMP, NV 89048
276761
1 4840481 69250472

Client Site Location:

BURKINTAS, MICHAEL

02182022

REASON FOR TEST: NOT PROVIDED
DONOR ID VERIFIED: PHOTO I.D.

* kK

FINAL
Seals Intact: Yes
Tests Ordered: 443N

Urine Specimen Validity Testing

CREATININE
pH
OXIDIZING ADULTERANTS

Urine Substance Abuse Panel

AMPHETAMINES
AMPHETAMINE
METHAMPHETAMINE

BARBITURATES

BENZCODIAZEPINES

COCAINE METABOLITES

MARTJUANA METABOLITES

METHADONE

METHAQUALONE

QOPIATES

PHENCYCLIDINE

PROPOXYPHENE

Urine Quantitative Results
AMPHETAMINE

Blood Alcohol

Rejected for Testing:

(ETHANOL

Fatal Flaw,

POSITIVE/ABNORMAL REPORT

(BLOOD) .01%)

90

Specimen ID:4840481

02232022

* k%

02282022 09:54PM

35190N (SAP 10-50/2000 W/NIT)

Acceptable Range

47.5 mg/dL >/= 20 mg/dL
5.8 4.5-8.9
Negative
Initial MS Confirm
Test Level Test Level
1000 ng/mL
POSITIVE 500 ng/mL
Negative 500 ng/mL
Negative 300 ng/mL 200 ng/mL
Negative 300 ng/mL 200 ng/mL
Negative 300 ng/mL 150 ng/mL
Negative 50 ng/mL 15 ng/mL
Negative 300 ng/mL 200 ng/mL
Negative 300 ng/mL 200 ng/mL
Negative 2000 ng/mL 2000 ng/mL
Negative 25 ng/mL 25 ng/mL
Negative 300 ng/mL 200 ng/mL
5715 ng/mL

CERTIFYING TECHNICIAN/SCIENTIST: KSDKO02
>> REPORT CONTINUED ON NEXT PAGE <<

GC Confirm
Test Level

Bottle A label/seal missing

NVBOP - 098
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CONTINUED REPORT

51020236 AREA/ROUTE/STOP: XXXXXXX
DESERT VIEW HOSPITAL

360 S LOLA LN
PAHRUMP, NV 89048

276761 BURKINTAS, MICHAEL Specimen ID:4840481

2 4840481 6925047%7 02182022 02232022 02282022 09:54PM

Client Site Location:
REASON FOR TEST: NOT PROVIDED
DONOR ID VERIFIED: PHOTO I.D.

FINAL

SPECIMEN RECEIVED AND PROCESSED IN THE LENEXA DHHS CERTIFIED LABORATORY.
LAB Quest Diagnostics-Lenexa

10101 Renner Blvd
Lenexa KS 66219

>> END OF REPORT <<
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SPECIMEN STORAGE INFORMATION
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Quest

@ Diagnostics

Accession# (1725042 Accession #
Accession # LQQ 2/4‘% SE Accession #
Accession # Accession #
Accession # Accession #
Accession # Accession # ‘
Released By Received By Purpose of
DATE Signature/Printed | Signature/Printed Chain of
Name Name - Custody
/Q/Temp Storage %
FEBZ‘M [] Long Term ’ . . SR
Storage SERRA GARDNER
0
FEB 24 797 )\ PROCESSING TEMP
SERRA GARDNER TS STORAGE

NVBOP - 108
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AakUAL Ry STORAGE LIBT PAGE 2
Q2 ed 200
A EI3ERER {open) LALT ENTRY: 0270472020  LASY Ib: HOISWOH

ACCESSTON FATIENT MARE
APLRIBIRG
AP1208TRI
AFL2A0LRI
S 2B6ZRT
ERL3NPLIRY
APLBELIRY
AF1 3415
&R12T6IRY
AFLIBAZRL

i 5
; A C !r {t

&

T T

v D G SR LN B G PO e

e W & i i A e A S

4 AFLIISIRG

F 1 A93RIIZRY
B 2 LUOARZI
3 3 HRILI0TER
E 4 &1 L 7HERS
E 3 $23 1680
E & 71158781
E 7 471 14B2ZR.
E 8 S931817R2
E g ST 1
K 0 AROFAC IR
I APOFG IR
& APTHLLERY
T APCFFRIRG
c LA Lol R
ARG ACIRY

£910 &

&2 a1
SRLOREIRT
APLORAZR
ASOPREZRY

Foniie 7 IR et IR s SRR Ty % N SV IR LV R o

Fre M
S

SPI0TIZRY
21 LORZRE
&911 15201
591184782
SFOFIEZR
HRFTEIR?
SO0 EZR
APOFLAZRS
B OSNBERL
SR BLTIRY

CITALITIITI OIS L3 o
et S0 OX w3 O W s G PO

T

SOCBAAZR
BLNZR
9137620
APLIEEIR

L i
AR g
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2V LOSEED {(Continued)
4 Lok ACLERSTOH
APCEREIR
EREEOATRY
SRR
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APEIRETRD
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luln R uE=
et N3G ] Ok LEY

b
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390871 2%
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i
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DATE
D2F24/2022 Bign
Mame

FEBLA NN
- - Gign.

A

Mame

T A U eh
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L )

Mame

oot i Pt e 5Ot K

Hame

Bign.
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plame

Mame
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Hame

i s

S ———
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Sign.

Sign.

Sign.

URINE FOS STORAGE LIST

CHATW OF CUSTODY 106G

RELEADED BY RECEIVED BY

* PROCESSINGTS

Bign

104

ﬁ FURFOSE  TRANSFER

Sign.

WILLIAMPHILLIPS. C Name

Sign. --WTL‘UWPH“I“I"LUF?: 0 TWEi% 7
o TEMPSTORAGE _

Sign.

Mame

Sign.

&

Mame

Bign.

Mame

Sige.

Mame
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Name

Sign.

Mame

Sigm.

Hame:

__=ign.

Name

Sign.
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Sign.

Maime

gigm.

Mame
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Sign.

Mag
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BUX: PO47241 (opan)

ROW

IO TIoOn Ixs KRy O3 bra Dns oed bt oeR oot w e S T ~ T+ i+ e+ e - i+ e & e 4

LB o v B B 10 R e B o B o]

#5 END #%

%y

CoL

O3 O3 wd O Y 3e L3 Pd e

Lvalin IR+ > B B 0 =
by LA oA 3 Id e =

e W) 50 N O BT B D RO

O

= BRS BEx R L R W 2 S

LAST ENTRY: 0&/24/2088

ACCESSION
4PEL047R1
AFEAT4IR]
660111ZRL
715146ZR1
APR71BIRL
71ER4ERL
7136454R1
FO3TL6IRY
P046917R1
7100B84ZR1

HHFETVERL
7014287R3
710457781
712181781
712674IR1
71361464R1
713985ZR1
FI25F3IR:

FOTBEEIRL

71343172R1

FL7FIRI
S£334107R1
713794ZR1
714914IR1
F142207R1
7142827R1
7iE02E7RI
714078IR1
7153562ZR1
714901783

T144392R1
714611ZR1
FL493LIRL
71E134IR1
4$3800&ZR1
AIETEHIRL
SRVELGIRY
&AU136TRI

URINE FOE BTORAGE LIST

FATIENT MAME
276761

LAST 10 KBWPeZ

PAGE 2

D3/ 24/ 3088
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LG TERM STORMGE STORAGE LIBT FaGE 108
03/ 10/8022

BOY YO14226 (Continuved:

£ ik COL ACTESHRION
B =4 FTOFFAEERY
E & TOGRLLTRE
E 7 Ti0A0RIMR
E 3 TILFRRTIR
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NAME:

ADDRESS:

EDUCATION:

EXPERIENCE:

Sep 2015 to
Present

Sep 2013 to
Sep 2015

Sept 2011 to
Sept 2013

July 2006 to
Sept 2011

115

CURRICULUM VITAE

Danson Kamunyu

10101 Renner Blvd
Lenexa, KS 66219
(913) 888-1770 — work

Bachelor of Science, Major- Biology-2004
Washburn University, Topeka, KS

Quest Diagnostics, Lenexa, KS
Non-Negative Certifying Scientist

Responsibilities as a certifying scientist include reviewing and
certifying the screening, confirmation, and specimen validity data for
drugs of abuse.

Quest Diagnostics, Lenexa, KS
Negative Certifying Scientist

Responsibilities included certify/review negative Federal/ Non-Federal urine,
hair and oral fluid samples.

Quest Diagnostics, Lenexa, KS
Forensic Scientist I

Responsibilities included preparing urine, oral fluid, and blood samples to be
tested for drugs of abuse by GC, GC/MS and LC/MS/MS.
1
Quest Diagnostics, Lenexa, KS
Laboratory Technologist

Responsibilities included performing urinalysis, blood hemoglobin 41C,
complete blood count, fibrinogen, pronthroping time, and partial thromboplastin
time.

CERTIFICATIONS: American Society for Clinical Pathologists Board of Registry in chemistry

State of Nevada Department of Health and Human Services
Specialty Technologist-Chemistry/Toxicology

NVBOP - 123



1984

2014

September 2013 -
Present

September 2010 -
September 2013

November 2005 —
September 2010

August 2006 -
Present

November 2005 -
August 2006

Curriculum Vitae

DAWN M. HAHN
Quest Diagnostics, Inc.
10101 Renner Boulevard
Lenexa, KS 66219
(913) 577-1632; Fax: (913) 895-2622
E-mail: dawn.m.hahn@questdiagnostics.com

Bachelor of Arts; Medical Technology
Northwestern College; Orange City, lowa

Masters of Business; Administration
John Hancock University, Chicago, Illinois

Director, Laboratory Operations and Responsible Person

Quest Diagnostics, Inc.; Lenexa, KS
Responsibilities include: preparing and maintaining standard operating
procedures for drug testing,, establish training protocol for personnel;
ensure training is complete, ensure analytical methods are validated;
establish acceptable performance limits on QC; ensure the laboratory
Jollows HHS Guidelines for regulated testing; ensure all appropriate
corrective action is implemented for any PT or inspection issue assisting;
assisting in maintaining toxicology budget; and interfacing with
inspection teams

Laboratory Operations Manager and Responsible Person

Quest Diagnostics, Inc.; Lenexa, KS
Responsibilities include: preparing and maintaining standard operating
procedures for drug testing;, establish training protocol for personnel;
ensure training is complete, ensure analytical methods are validated;
establish acceptable performance limits on QC; ensure the laboratory
Jollows HHS Guidelines for regulated testing; ensure all appropriate
corrective action is implemented for any PT or inspection issue assisting;
assisting in maintaining toxicology budget; and interfacing with
inspection teams

Manager of Toxicology
Quest Diagnostics, Inc.; Lenexa, KS

Responsible Person, Laboratory Manager
Quest Diagnostics, Inc.; Lenexa, KS

Alternate Responsible Person
Quest Diagnostics, Inc.; Lenexa, KS (formerly LabOre, Inc.)
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November 2000 -
November 2005

July 1999 — November
2005

November 1997 -
June 1999

January 1995 -
November 1997

February 1990 -
December 1994

October 1987 -
February 1990

November 1984 -
September 1987

June 1984 -
November 1984

Diplomate

Inspector

Inspector

Member

Member

Lab Supervisor

PROFESSIONAL CERTIFICATIONS AND MEMBERSHIPS

Dawn M. Hahn
Curriculum Vitae
Page 2 of 4

Alternate Responsible Person
LabOne, Inc.; Lenexa, KS

Director of Toxicology
LabOne, Inc.; Lenexa, KS

Manager of Toxicology
LabOmne, Inc.; Overland Park, KS

SAT Lab Coordinator
LabOmne, Inc.; Overland Park, KS

GC/MS Operator/Certifying Scientist Forensic Drug

Testing Laboratory
LabOne, Inc.; Overland Park, KS

Generalist, Blood Laboratory
Home Office Reference Laboratory; Overland Park, KS

Medical Technologist
Terrell Community Hospital; Terrell, TX

Medical Technologist
Newburn Memorial Hospital; Jacksonville, TX

American Board of Forensic Toxicology (ABFT)
Forensic Drug toxicology

National Laboratory Certification Program (Team Leader)

College of American Pathologists
Forensic Urine Drug Testing Program

Society of Forensic Toxicologists (SOFT)
Midwest Association for Toxicology and Therapeutic Drug
Monitoring

Vice President 2005 - 2006

President 2006 — 2007

New York State Department of Health
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Lab Supervisor

Dawn M. Hahn
Curriculum Vitae
Page 3 of 4

Nevada State Department of Health

Lab Technical Supervisor College of American Pathologists (CAP)

Medical Technologist

American Society of Clinical Pathologists (ASCP)

December 2020

September 2020

October 2019
October 2018

January 2018
October 2016
October 2015
October 2014

July 2012

September 2011

October 2010
October 2009

October 2008
October 2007
April 2007

May 2006
May 2005

August 2004
October 2003

PROFESSIONAL MEETINGS

National Laboratory Certification Program, NLCP Workshop -
Virtual
Society of Forensic Toxicologists, Annual Meeting, Virtual

Society of Forensic Toxicologists, Annual Meeting, San Antonio, TX

Society of Forensic Toxicologists, Annual Meeting,
Minneapolis, MN

Society of Forensic Toxicologists, Annual Meeting, Boca Raton, FL
Society of Forensic Toxicologists, Annual Meeting, Dallas, TX
Society of Forensic Toxicologists, Annual Meeting, Atlanta, GA

Society of Forensic Toxicologists, Annual Meeting,
Grand Rapids, MI

Society of Forensic Toxicologists, Annual Meeting, Boston, MA

Society of Forensic Toxicologists, Annual Meeting
San Francisco, CA

Society of Forensic Toxicologists, Annual Meeting, Richmond, VA

Society of Forensic Toxicelogists, Annual Meeting,
Oklahoma City, OK

Society of Forensic Toxicologists, Annual Meeting, Phoenix, AZ
Society of Forensic Toxicologists, Annual Meeting, RTP, NC

Midwest Association for Toxicologists and Therapeutic Drug
Monitoring Annual Meeting, Indianapolis, IN

Society of Forensic Toxicologists, Annual Meeting, Nashville, TN

Society of Forensic Toxicologists, Annual Meeting,
Washington, D.C,

Society of Forensic Toxicologists, Annual Meeting, Portland, OR
Society of Forensic Toxicologists, Annual Meeting, Dearborn, MI
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October 2002

May 2000

April 1999

2003

2003

QOctober 1997

Dawn M, Hahn
Curriculum Vitae
Page 4 of 4
Midwest Association for Toxicology & Therapeutic Drug Monitoring
Annual Meeting; Kansas City, MO

National Laboratory Certification Program, NLCP Workshop
Research Triangle Park, NC

Society of Forensic Toxicologists, Annual Meeting,

Salt Lake City, UT

PUBLICATIONS AND PRESENTATIONS
William Seiter, Russell Robinson, Tiffany Porter, Barbara
Rowland, Dawn Hahn, Michael Lehrer, Lance Presley. Opiate
Prevalence in Oral Fluid. Poster Presentation, SOFT, Oct.
2003 Annual Meeting; Portland, OR.

Lance Presley, Michael Lehrer, William Seiter, Dawn Hahn,
Barbara Rowland, Melissa Smith, Keith Kardos, Dean Fritch,
Sal Salamone, R. Sam Niedbala, Edward Cone. High
Prevalence of 6-acetylmorphine in Morphine-Positive Oral
Fluid Specimens, Forensic Science International, 133: 22 — 25
(2003).

Dawn M. Hahn, Alan E. Davis; Semi-Automated Urine

Extraction by a Hamilton 2200 Microlab Extraction Unit;
Society of Forensic Toxicologists, Oral Presentation, Annual

Meeting; Salt Lake City, UT

References available upon request.
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M. Shane Morris

Curriculum Vitae
Page 1 of 2
CURRICULUM VITAE
NAME: M. SHANE MORRIS
ADDRESS: 10101 Renner Blvd
Lenexa, KS 66219
800-877-7484
EDUCATION: Bachelor of Science, Cellular Biology
University of Kansas, Lawrence, KS 1997
EXPERIENCE:
Jan 2015 to Laboratory Manager
Present Quest Diagnostics, Lenexa, KS
Responsible for daily operations of forensic urine, oral fluid and
hair drug testing laboratory.
Dec 2021 to Responsible Person
Present Quest Diagnostics, Lenexa, KS
Feb 2012 to Alternate Responsible Person
Dec 2021 Quest Diagnostics, Lenexa, KS
Nov 2010 to Non-Negative Certification Supervisor
Jan 2015 Quest Diagnostics, Lenexa, KS
Responsibilities include evaluation of non-negative certifying
scientists, coordination of area procedures and certifying data for
drugs of abuse.
Dec 2009 to Non-Negative Certifying Scientist, Forensic Drug Testing
Nov 2010 Quest Diagnostics, Lenexa, KS
Responsibilities as certifying scientist involve reviewing/certifying
the screening, confirmation (GC/MS) and specimen validity data
for drugs of abuse
June 2008 to Technical Supervisor
Nov 2009 Oncimmune LLC, DeSoto, KS
Supervise laboratory, which includes scheduling, writing SOPs,
performance reviews, staffing, insuring CLEA guidelines are
followed, as well as resolving technical issues with ELISA assays.
Aug 2007 to Research Scientist, Research & Development
June 2008 Quest Diagnostics, Lenexa, KS
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M. Shane Morris
Curriculum Vitae

Page 2 of 2

June 2004 to Non-Negative Certifying Scientist, Forensic Drug Testing

Aug 2007 LabOne, Inc./Quest Diagnostics, Lenexa, KS
April 2003 to GCMS Operator, Forensic Drug testing Laboratory

May 2004 Clinical Reference Lab, Lenexa, KS
December 2001 to  Laboratory Technologist

April 2003 LabOre, Inc., Lenexa, KS
July 1997 to Lead Tech in Research and Development

Dec 2001 Osborn Laboratories, Olathe, KS
TRAINING, CONTINUING EDUCATION AND CONFERENCE

PARTICIPATION:

September 2020 S.O.F.T. Annual Meeting and Workshops, = Remote
October 2019 S.O.F.T. Annual Meeting and Workshops,  San Antonio, TX
October 2018 S.O.F.T. Annual Meeting and Workshops, = Minneapolis, MN
September 2018 SAPAA. Annual Conference, Kansas City, MO
January 2018 S.0.F.T. Annual Meeting and Workshops, = Boca Raton, FL
October 2016 S.0.F.T. Annual Meeting and Workshops,  Dallas, TX
October 2015 S.0.F.T. Annual Meeting and Workshops,  Atlanta, GA
October 2014 S.0.F.T. Annual Meeting and Workshops,  Grand Rapid , MI
October 2013 S.0.F.T. Annual Meeting and Workshops, = Orlando, FL
July 2012 S.O.F.T. Annual Meeting and Workshops, = Boston, MA
October 2011 S.O.F.T. Annual Meeting and Workshops,  San Francisco, CA

CERTIFICATIONS/MEMBERSHIPS:

American Board of Forensic Toxicology (ABFT)
Forensic Drug Toxicology Diplomate

o Member — Society of Forensic Toxicologists (SOFT)

e Member — Midwest Association for Toxicology and Therapeutic Drug Monitoring

« Inspector — National Laboratory Certification Program (NLCP)

« State of Nevada Department of Health and Human Services Specialty Technologist

Chemistry/Toxicology
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NAME:

ADDRESS:

EDUCATION:

EXPERIENCE:
Dec 2021 to
Present

Sep 2019 to
Present

May 2015 to
Dec 2021

Oct 2013 to
May 2015

July 2011 to
Oct 2013

Kenneth Reine
Curriculum Vitae
Page 1 of 2
CURRICULUM VITAE

Kenneth Reine

10101 Renner Blvd
Lenexa, KS 66219
800-877-7484

Bachelor of Science — Microbiology-Aug 1990
Louisiana State University, Baton Rouge, LA

Laboratory Manager
Quest Diagnostics, Lenexa, KS

Responsible for daily operations of forensic urine, oral fluid and
hair drug testing laboratory.

Alternate Responsible Person
Quest Diagnostics, Lenexa, KS

Non-Negative Certification Supervisor
Quest Diagnostics, Inc., Lenexa, KS

Responsibilities include evaluation of non-negative certifying scientists,
coordination of area procedures and certifying data for drugs of abuse.

Non-Negative Certifying Scientist, Team Lead
Quest Diagnostics, Inc., Lenexa, KS

Responsibilities as certifying scientist, lead involve reviewing and
certifying the screening, confirmation, and specimen validity data for
drugs of abuse; provide technical leadership, training and direct
workflow in the certification area; consult with clients and physicians
regarding testing and results.

Non-Negative Certifying Scientist
Quest Diagnostics, Inc., Lenexa, KS
Responsibilities as certifying scientist involve reviewing and certifying

the screening, confirmation, and specimen validity data for drugs of
abuse.
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April 2010 to
Jul 2011

Jul 2004 to
Apr 2010

July 1998 to
July 2004

Aug1990 to
July 1998

Kenneth Reine
Curriculum Vitae
Page 2 of 2

GCMS Analyst, Team Lead
Quest Diagnostics, Inc., Lenexa, KS

Responsibilities include operating and maintaining GC/MS
instruments, reviewing positive and negative federal/non-federal urine,
blood, oral fluid, and hair samples.

Clinical Reference Laboratory, Lenexa, KS

Confirmation Analyst Supervisor

Supervise toxicology confirmation department, which includes
extraction and GC/MS. Daily functions involve scheduling,
performance reviews, staffing, GC/MS validation, instrument
maintenance as well as resolving technical issues within the
department. (1.5 years)

Positive Certifying Scientist- perform duties of PCS & NCS as
workflow dictated for regulated and non-regulated batches (I year)
GC/MS analyst — perform operation and maintenance of
instrumentation, initial review of batches and bench level PCS duties
for non-regulated batches only. (~3 years)

Extractions- perform extraction/derivatization of both regulated and
non-regulated batches. (0.5 years)

Dallas County Institute of Forensic Sciences, Dallas, TX

Drug Chemist II

Perform qualitative and quantitative analysis on suspected controlled
substances, poisons, and other drugs of abuse providing court
testimony as needed. Identify and quantify by Gas
Chromatography/Mass Spectrometry, Infrared Spectrophotometry,
Atomic Absorption Spectroscopy, Enzyme-Linked Immunosorbent
Assay, Gas Chromatography, and Gas Chromatography/Mass
Spectrometry.

Louisiana State Police Crime Laboratory, Baton Rouge, LA

Forensic Scientist 1T

Perform qualitative and quantitative analysis on suspected controlled
substances or dangerous drugs according to laboratory policies and
procedures, providing court testimony as needed.

Identify and quantify by Gas Chromatography/Mass Spectrometry,
Fourier Transform Infrared Spectrophotometry, Ultraviolet
Spectrophotometry, and Microcrystalline analysis.

CERTIFICATIONS/MEMBERSHIPS:

State of Nevada Department of Health and Human Services
Specialty Technologist-Chemistry/Toxicology
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EXHIBIT 3
Case No. 22-063-RPH-S
Michael Burkintas, RPh.
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Dena M. McClish

ﬂ

From: Di Maulo, Christopher <Christopher.DiMaulo@uhsinc.com>

Sent: Thursday, March 17, 2022 11:36 AM

To: Dena M. McClish

Cc: Davila, Susan; Stolzman, Bonnie; Rayfield, Carol; Huntington, Matthew
Subject: Desert View Investigation [Sent securely via TLS]

Hi Dena,
Mr. Burkintas was terminated on March 3, 2022 as a result of the positive drug screen.

He did not provide any verbal or written statements regarding the drug screen since all pharmacy employees were drug
tested in response to the drug diversion event.

Ms. Crain was not drug tested as she was suspended immediately once she confessed her actions regarding the drug
diversion and she did not go back to the hospital after that point.

The previous pharmacist-in-charge (Elliott Asarch) voluntarily resigned from his position at Desert View Hospital for
another employment opportunity.

The pharmacy department and other hospital employees did not notice any suspicious activities with Ms. Crain’s
transactions outside of the identified discrepancies that occurred between the movement of controlled substances
between the Pyxis Cll Safe and the patient care area Pyxis Med Stations.

Sincerely,
Christopher Di Maulo, PharmD. | Assistant Director - Pharmacy Operations Acute | christopher.dimaulo@uhsinc.com | Office (610)

382-3356 | Cell (201) 615-0462 | Universal Health Services, Inc. | UHS of Delaware, Inc. | 367 South Gulph Road, King of Prussia, PA
19406 | www.uhsinc.com

From: Dena M. McClish <dmcclish@pharmacy.nv.gov>

Sent: Thursday, March 17, 2022 10:14 AM

To: Di Maulo, Christopher <Christopher.DiMaulo@uhsinc.com>
Subject: [External] RE: Desert View Investigation [Sent securely via TLS]

WARNING: This email is from an external source. DO NOT CLICK links or attachments unless you recognize the sender
and know the content is safe. REPORT any suspicious emails by clicking the "REPORT SPAM" button in Outlook.

Thank you sir, this brings me to the next questions... Mr. Burkintas: 1) What date was he terminated? 2) Did he
provide any verbal or written statements regarding the positive drug screen to anyone? 3) Were all pharmacy
employees drug tested in response to the drug diversion event?—If so, did that include Ms. Crain and what was her
result?

4) Was RPh Asarch’s termination voluntary? 5) Outside of Ms. Crain’s transactions, were there any other suspicious or
discrepant transactions?
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EXHIBIT 4
Case No. 22-063-RPH-S
Michael Burkintas, RPh.

NVBOP - 134



Dena M. McClish

From: Dena M. McClish

Sent: Wednesday, March 30, 2022 1:58 PM

To: Michael Burkintas

Subject: RE: NV Board of Pharmacy case no 22-063

Thank you Mr. Burkintas, as ['m sure you understand, we cannot take an allegation or suspicion of drug use

lightly. Since you are stating that this was a false positive test, it would be quite beneficial for you to get additional
testing to confirm that statement. To be clear, ] am not requiring you to go get tested independently at this time, but |
am strongly encouraging it as it would be beneficial for your case to show a negative test as soon as possible after the
positive one.

In addition, | am asking that you notify me and/ or Mr. Wuest prior to returning to work in a pharmacy setting.

Dena M McClish, Investigator

Nevada State Board of Pharmacy
1140 N Town Center Dr Ste 300
Las Vegas, NV, 89144

Office: 702.486.6420 ext 154

Cell: 702.494.8672

Fax: 702.486.7903

E-mail: dmcclish@pharmacy.nv.gov
Web Page: www.bop.nv.gov

CONFIDENTIALITY NOTICE: This message and any accompanying documents are intended only for the use of the
individual or entity to which they are addressed. They may contain information that is proprietary, privileged,
confidential or exempt from disclosure under applicable Federal or State law. If the reader of this message is not the
intended recipient, you are hereby notified that you are strictly prohibited from reading, using, sharing or copying this
communication or its contents. If you have received this email in error, please notify the sender immediately and
destroy the original transmission. Thank you.

This information is provided as a courtesy on behalf of the Nevada State Board of Pharmacy. This information does
not constitute legal advice and does not override the specific provisions of Nevada law as applied to a particular set of
facts.

From: Michae! Burkintas _

Sent: Wednesday, March 30, 2022 12:28 PM
To: Dena M. McClish <dmcclish@pharmacy.nv.gov>
Subject: Re: NV Board of Pharmacy case no 22-063

HNngy. A6 i, E
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Hello Dena,

These are the OTC meds and supplements that | take.
Loratadine/Pseudoephedrine
Chlorpheniramine
Phenylephrine

GHR (see attached)

T-Max (see attached)
ThermoRip (see attached)

I hope that this is helpful
Thank You,

Mike Burkintas

--—--Original Message--—-

From: Dena M. McClish <dmcclishﬁiharmaci.nv.gow
To

Sent: Thu, Mar 24, 2022 11:55 am
Subject: NV Board of Pharmacy case no 22-063

Good afternoon Mr. Burkintas,

As you know we have received information surrounding the circumstances of your termination from DVH and I'd like to get
some information from you as well. Please give me a call at your earliest convenience or at least respond to this

email. Please let me know your side of the story and anything you feel we may need to know to assist us in making a
determination in this case to include any intentions of rehabilitation or other treatment.

Thank you,

Dena M McClish, Investigator

Nevada State Board of Pharmacy

1140 N Town Center Dr Ste 300
Las Vegas, NV, 89144

Office: 702.486.6420 ext 154

Cell: 702,494.8672

Fax: 702.486.7903

E-mail: dmeclish@pharmacy.nv.gov
Web Page: www.bop.nv.gov

CONFIDENTIALITY NOTICE: This message and any accompanying documents are intended only for the use of the
individual or entity to which they are addressed. They may contain information that is proprietary, privileged, confidential
or exempt from disclosure under applicable Federal or State law. If the reader of this message is not the intended
recipient, you are hereby notified that you are strictly prohibited from reading, using, sharing or copying this
communication or its contents. If you have received this email in error, please notify the sender immediately and destroy
the original transmission. Thank you.

This information is provided as a courtesy on behalf of the Nevada State Board of Pharmacy. This information

does not constitute legal advice and does not override the specific provisions of Nevada law as applied to a
particular set of facts.
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EXHIBIT 5
Case No. 22-063-RPH-S
Michael Burkintas, RPh.
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Michael Burkintas
poB: I | Sex:M | Report Prepared: 04/20/2022 Date Range: 04/20/2017 - 04/20/2022

o y L o z}) A ‘ﬁ‘ -5 NS "
PRI £ A !

N &,
= {?}e{‘" ,ﬁ‘hﬁ A -

BRI

{ Name A {DoB |ID" |Gender  |Address i
‘Michael Burkintas' - - I i M . I /CNEY ST PAHRUMP NV 83048

Search Criteria

wir;iii;mé'” T T j[a"s'tiaﬁa"e T T T T fpee T o
e m o e pepeet e e e e e i = e oy i e e
"Michael e, » Burkintas

o B LTI % N LA
‘Lrﬁ}f‘*"‘m Wa, T s T

e P ¥z

NARXCARE SCORES OVERDPQSE RISK SCORE ADDITIONAL RISK INDICATORS (0)
Narcotic 000 000
Sedative 000 (Range 000-999)

Stimulant 000

Thrs Naerare report ls based on search erltena supplied and the data en(ered by, the dlspenslng pharmacy For more lnformatlon

. about any} prescnption, please contact the. dtspensing pharmacy or the prescriber. Naerare :scores and reports are mtended to

. aid, not replace medrcal dec!sion making. None of lhe informaﬂon presented should be used as sole jusfification for providingor
refuslng to provide medicahons The Informatlon on thts report is not warranted as accuirate or compléte. e

L o N e f‘,e'. . e 3 . ol - . v . v

L

*Per CDC: guidiince, the MME convéfsion factors préscribed o provided as part of the medication-assisted treatiant for opioid
use dlsorder should not: beé used to benchmark ‘against dosage thresholds meant for oploids prescribed ‘for pain. Buprenorphine
producls have no agreed upon morphlne equwa!ency. and as parllel opiold agonists, are ot expected to be associated with
overdose risk ln the same dose-dependent manner as doses for fuII agonist oploids, MME = = marphine’ mlllrgram equivalents. LME
= Lorazepam mlungram equnvalents MG dose in mill[grams * & .

5
iy oy
negnds L &g

Summary Narcotrcs (excluding buprenorphine) Sedatives Buprenorphine

Total Prescriptions: 9 Current Qty: 0 Current Qty: 0 Current Qty: 0
Total Prescribers: 1 Current MME/day: 0.00 Cument mg/day: 0.00 Cument mg/day: 0.00
Total Pharmacies: 1 30 Day Avg MME/day: 0.00 30 Day Avg mg/day: 0.00 30 Day Avg mg/day: 0.00
F e N T A TS

s s 5 o Ik ,...L,,,_::..'.. TR . £y Y by 1t L2, DO e e B
FHI Date | ID | Writtan | Sold Drug Qty {Days Prescriber |Rx# Pharmacy | Reflll DailyDoso Pymt Type |PMP
01706118 [1 |01/06/18 | 01/06/18 | Testoslarone Cypionate Powder {2.00 |60 DaRod 2450901 | Dnu(7765) {0f0 Privale Pay {NV
1107117 |1 | 1140817 { $1/07/17 | Testosterona Cyp Micro Powder | 2.00 |60 DaRod  {2368874 | Dru (7765) |00 Privale Pay |NV
$9/07/17 | 1 | 14106117 { 11107117 | Chorionic Gonad 5 Milicn Unit {000 {60 [DaRod }2368866 | Omu (7765) |0/0 {Private Pay |NV
09/06/17 | 1 | 08/06117 {09/06/17 | Testosterone Cyp Micro Powder | 2.00 |60 DaRod  |2280521 | Dru (7785) [0/0 Private Pay | NV
090/06117 11 {09/06/17 }08/06/17 | Chorionic Gonad 5 Miltion Unit }0.00 {60 DaRod 2280514 | Dru (7765) {00 Private Pay | NV
Q7/06/47 |1 | 07/06/17 | 07/06/17 | Teslosterone Cyp Micro Powder [2.00 {60 Da Rod 2192526 | Dnu (7765) {010 Private Pay | NV
07/06117 {1 }OTI06/17 | 07/06/17 | Chorionic Gonad 6 Milion Unit 10,00 |60 DaRod  |[2192521 | Dru (7765) {0/0 1 Private Pay [NV
05/08/17 |1 | 05/08/17 |05/08/17 | Teslosterone Cyp Micro Powder |2.00 (60 Da Rod 2112134 | Dnu (7765) |00 Private Pay | NV
05/08/17 |1 105/08/17 | 05/08/17 | Chorionic Gonad 5 Million Unit  10.00 |60 DaRod  |2112147 | Dni (7765) {0/0 Private Pay [NV |
;~Pr°"'d%!§§é 4 gfﬁfﬁ::u‘*{i; PR
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Michael Blrkintas | DOB: 12/05/1965 | Sex:M | Report Prepared: 04/20/2022 Page 20f 2

Address City State |Zipcode Phone

Name
5640 W Atlantic Bivd Margate  {FL 33063 (954) 708-2976

Dagoberto J-Rodrigiz, Md «

WM ,‘Q*“"%‘“}E“ - ,-w % Sy g o) R _fw,‘.&?g&“ M
te N S S T TR B N

Name Address City State lecode Phone
Drug Depot, Inc (7765) 134911 Us Highway 19 N Ste 600 PalmHarbor ~{FL 134684  1(888)547-2654
i L ""_{ e it g \;g‘\{ PSRy .\,g-*z _‘}'.»‘w.?‘ N o
5 a4 ;?_ oy Z, - ; "’5' l%gfﬁé ig\’w}; :‘?ﬁ%‘u s ii Wﬁé‘i&,\f w &

Report oontents are based on data entered by dispensers and their staff, and may contain ermars. The Board of Pharmacy
recomrrrends independent verification with dispensers when prudent or necessary. Willful disclosure of preseription information

may beisubject to disciplinary action, civil penalties or criminal action.
4

—

et et
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EXHIBIT 6
Case No. 22-063-RPH-S
Michael Burkintas, RPh.
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EXHIBIT 7
Case No. 22-063-RPH-S
Michael Burkintas, RPh.

NVBOP - 145



Attorney Timesheet for Peter Keegan and Courtney Lee
MICHAEL BURKINTAS, RPH. - CASE NO. 22-063-RPH-S
DATE TIME

April 21, 2022 1.6

Courtney Lee - reviewed investigative file with Executive Secretary David Wuest and Deputy
Executive Secretary Yenh Long; legal research; discuss investigation with Board staff including
Investigator Dena McClish, determined to proceed with drafting accusation.

April 22,2022 1.1
Courtney Lee — Draft Accusation and submit for review and Executive Secretary signature.
July 13, 2022 0.9

Courtney Lee — Communications with Michael Burkintas, draft Agreement Not to Practice
Pharmacy, send to Burkintas for signature.

August 5, 2022 1.1

Courtney Lee — Receive and review Notice of Representation from Kevin Murphy, Esq. as well as
Answer of Notice of Defense filed on behalf of Burkintas. Communications confirming
continuance of September hearing.

September 23, 2022 0.3

Courtney Lee — Receive and review Initial Discovery Production
December 6, 2022 0.2

Courtney Lee — Receive and review Supplemental Discovery Production
December 20, 2022 0.8

Courtney Lee — Draft stipulation after discussions with Board Executive Staff, submit to Kevin
Murphy for review.

December 22, 2022 0.5

Courtney Lee — Receive and review Quest Toxicity Litigation Packet regarding drug screening for
Michael Burkintas

December 28, 2022 0.5

Peter Keegan — Assume responsibility for case from Courtney Lee. Email correspondence with
Kevin Murphy and discussion with Board’s Executive staff concerning case status.

December 29-30, 2022 0.6

Peter Keegan — review email correspondence from Kevin Murphy requesting another
continuance, discuss with Board Executive staff, prepare stipulation to continue and email to
Kevin Murphy.
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January 16-18, 2023 0.3

Peter Keegan — Emails with Kevin Murphy regarding rescheduling of continued case based upon
Board changing March meeting date. Resolve and agree.8 to reschedule hearing for June 14,
2023.

March 1, 2023 0.3
Peter Keegan — Receive and review 2nd supplemental discovery production
May 19, 2023 0.3
Peter Keegan — Receive and review 3rd supplemental discovery production
May 23, 2023 1.6

Peter Keegan — Review Accusation, investigation, and emails with Kevin Murphy in preparation
for June 14, 2023 hearing.

May 24, 2023 0.5

Peter Keegan — Telephone conference with Kevin Murphy regarding upcoming June 14, 2023,
hearing and status of settlement negotiations. Discuss exhibit preparation and exchange.

May 26, 2023 1.8

Peter Keegan — Prepare exhibits, timesheets. Emails with Investigator Dena McClish regarding
preparations.

June 7, 2023 0.5

Peter Keegan — Zoom conference with Investigator Dena McClish in preparation for June 14,
2023, hearing.

June 13, 2023 1.0

Peter Keegan - Prepare to prosecute Case No. 22-063-RPH-S before Nevada Board of Pharmacy.
June 14, 2023 1.5

Peter Keegan - Prosecute Case No. 22-063-RPH-S before Nevada Board of Pharmacy.

TOTAL 15.4 hours x $59.97/hour = $923.54
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Case No 22-063 RPh Burkintas
Investigator Dena McClish

Date

3/16/2022
3/24/2022
3/29/2022
4/21/2022

Total
Hourly wage

Investigation hours

Duties

Init case review, phone, email

Recvd info from hospital, internal discuss
PMP review, phone interview, emails
ROI, case review in South

Hours

1.5
1.25

5.75
46.41

Total billing 266.8575
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Timesheet for Kristopher Mangosing —
Michael Burkintas Case No.22-063-RPH-S
DATE TIME

5/3/2022 0.25

Prepared 21 day notice for mailing.
8/9/2022 0.25

Prepared 21 day notice for mailing.
8/30/2022 0.5

Prepared discovery request

9/27/2022 0.25

Prepared 21 day notice for mailing.
12/13/2022 0.25

Prepared 21 day notice for mailing

1/13/2023 0.25

Sent Stipulation and Order continuing hearing by certified mail

5/12/2023 0.25

Prepared 21 day notice for mailing.
5/23/2023 0.25

Prepared documents for Board Book
TOTAL POSTAGE $8.10 X 5 = 40.50

TOTAL 2.25 hours x $34.86/hour = $78.44
TOTAL $118.94

NVBOP - 149



Timesheet for Darlene Nases —

MICHAEL BURKINTAS - CASE NO. 22-063-S
DATE TIME

4/25/2022 0.50 Certified and mailed out NIAA

Certified Mailing Cost: $9.86

e TOTAL .50 hours x $34.86/hour = $17.43
e Total Expenses for Certified Mailings: $9.86
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TOTAL TIME & COST SUMMARY
Case No. 21-063-CS-S— Dr. Wesley Robertson

Attorney Peter Keegan — 12.5 hours @$59.97/hr = $923.54
Investigator Dena McClish — 5.75 hours @$46.41/hr $266.86
Board Coordinator Kristopher Mangosing — 2.25 @34.86/hr = $78.44
Certified Mailing Postage $40.50
Board Coordinator Darlene Nases — 0.5 hours @34.86/hr = $17.43
Certified Mailing Postage $9.86
Total $1,336.63
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IN THE MATTER OF:
MICHAEL BURKINTAS, RPh.

CASE NO.: 22-063-RPH-S

HEARING DATE:
JUNE 14, 2023

KEVIN C. MURPHY
Attorney for Respondent

i JONES e ]

ATTORNEYS & COUNSELORS AT LAW

www.murphyjoneslaw.com




IN THE MATTER OF MICHAEL BURKINTAS CERTIFICATE OF REGISTRATION

NO.: 15419

BEFORE THE
NEVADA STATE BOARD OF PHARMACY

CASE No.: 22-063-RPH-S

HEARING DATE: JUNE 14, 2023

Title | Page Document L.D. | REC’D

Ex. A. RESP "Mr. Burkintas’ Resume.” X X
0001-0002

Ex. B. RESP “Character References.” X X
0003-0012

Ex. C. RESP “May 7, 2022, Negative Drug Screen Result.” X X

0013

Ex. D. RESP “Employment Evaluations.” X X
0014-0016

Ex. E. RESP “Letters of Professional Recommendation.” X X
0017-0022

Ex. F. RESP “Mr. Burkintas’ Medications and Supplements.” X X

0023-0027




Michael Burkintas

Pharmacist

Pahrump, NV 89048

hayata@verizon.net

775-537-0931

| have been a pharmacist in retail settings for 28 years and hospital setting for 6 and 'z years. |
have active registrations in Nevada and Pennsylvania.

Work Experience

Sta ff Pharmacist

Desert View Hospital / Universal Health Services Inc. - Pahrump, NV

October 2015 to 03-07-2022

performs clinical and professional pharmaceutical work in the compounding and dispensing of
drugs and sterile IV supplies. Monitor drug therapy and provide clinical dosage adjustment as
required. Interview patients and family to

determine home medication usage and possible interaction with treatment.

ACLS Certified

BLS Certified

Staff Pharmacist

CVS/pharmacy — various locations in Pennsylvania; Las Vegas, Elko and Pahrump, NV

April 2002 to May 2014

Responsibilities

Fill and verify prescriptions, council patients, resolve insurance issues, manage workflow, ensure
State, Federal and DE Acontrol drug regulations are followed, control inventory. Administer
immunizations.

Skills Used

Immunization certified, CPR certified.

Manager

Public Drug Stores - Beaver, PA

October 1991 to April 2002

Council patients, fill prescriptions, control inventory, order schedule 2 controlled substances and
schedule employees.

Assistant Manager
Olson's Pharmacy - Beaver Falls, PA
May 1989 to October 1991

Intern and Pharmacist
C. G. Huy Pharmacy - Pittsburgh, PA
September 1983 to August 1990

Assistant Manager

Thrift Drug - Butler, PA

August 1988 to May 1989

Intern, Graduate Intern and Pharmacist
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Education

BS in Pharmacy

University of Pittsburgh, School of Pharmacy - Pittsburgh, PA
September 1983 to May 1988

Milton Hershey School - Hershey, PA. June 1983

Skills

Management experience, Inventory Control, CPR certified, ACLS Certified, Immunization
Certified.

Certifications/Licenses
Registered Pharmacist - Nevada State Board of Pharmacy

Registered Pharmacist - Pennsylvania State Board of Pharmacy

CPR/BLS
ACLS
Immunization Certification

Additional Information
I am a Shriner clown and do what | can to support the Shriners Hospital for Children.
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1. Name:

Doxnlp  FopsE

Date:
'7) i &
J
2. In what capacity do you know Mr. Burkintas?

@ Personal

@ Professional

3. How long have you known Mr. Burkintas?

y4 o4
a. j"g) years/months

4. Circle the personal qualities which you have known Mr. Burkintas to possess. (If possible,
describe one or two supportive examples).

@ Honestv

I have never observed Michael cheating or telling a lie.

b. Trustworthiness

— Micheal was my pharmacist for several years and relied on his gUIdV?FIC?’.’

¢. Responsibility
We traveled many times together. You could depend on Mike to be present and on time!

d. Morality
Michael has alvgays had a high standard of morals. It's his way of life

e. Ethicality

[am not aware of anything Michael has done that was not ethical.

f. Other
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State your assessment of Mr. Burkintas’s relationship with family, friends, business associates,
and the community at large, with particular examples if possible. (Example: On numerous
occasions, John Doe has put himself before others. He is selfless and whenever someone needs

anything, he is there).

When My wife and I visited Las Vegas, Mike always altered his schedule to join us.
Also, I know he has done this for several others. He is always willing,
. to help!

Are you personally aware of any hardships that Mr. Burkintas is/has undergone which you think

contributed to this offense, please list them below:

Yes

If yes, please describe below.

Are you planning on employing Mr. Burkintas in the future?
Yes

S

Are you planning on working with Mr. Burkintas in the future?
Yes

<

State your assessment of Mr. Burkintas’s past contribution to the community, and pharmaceutical
profession, with particular examples in the space provided. (Examples: Community Service,
Volunteer Work, Church Attendance, School Activities, Sports, etc. ie. Jane Doe has been a
volunteer Sunday school instructor for our young adults at our church for several years. Or John
Doe has volunteered at the local Salvation Army helping to provide meals to indigent/homeless

persons for the last five years.)

Michael devotes a fair portion of his time helping others via the Shriner's charities.
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10. Please rate Mr. Burkintas in terms of the following qualities:

Please note: If the choice does not apply to your relationship with Mr. Burkintas,

choose “Not Applicable.”

Outstanding

Ability
to work well
with others

Tenacity;
perseverance
toward goals

Ability to
meet deadlines

Maturity and
judgment

Accountability,
accepts
responsibility for
own actions

Clear verbal
and written

communication

Ability to work
without super-

vision

Overall rating

X
A

>

Excellent Good Average Poor  Not Applicable

A
X

sl
e
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Please add anything additional that you feel the BOP should know about Mr. Burkintas.

I BELIEVE THAT MICHAEL WOULD BE A GREAT ASSET TO ANY TEAM. ALTHOUGH HE IS
BEST TRAINED TO BE A PHARMACIST,HE WOULD SUCCEED IN ALMOST ANY FIELD. HE
POSSESSES A HIGHLY DESIRABLE BLEND OF TRAINING, INTELLIGENCE, PERSONALITY,
DEPENDABILITY AND MORAL STANDARDS!

Do you declare under penalty of perjury of the laws of the State of Nevada, and the United States

C’ohat the foregoing is true and correct to the best of your knowledge?
; No

Signatw’ezz/ }é%@‘/;% zz %%ﬁ{
Are you/wﬂh'ﬂg to testify regarding the above opinions and information?
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. Name:

Rez/er//./ oJ. 6»4/\/

Date:

W@m
In what capacity do you know Mr. Burkintas?

Personal

b. Professional

How long have you known Mr. Burkintas?

a. (A :y;ear_&nonths

Circle the personal qualities which you have known Mr. Burkintas to possess. (If possible,
describe one or two supportive examples).

@ Honesty
@ Trustworthiness

@ Responsibility

.

pPllasrl .
Yad

@ Morality

(6) Ethicality

RESP 0007




k4

State your assessment of Mr. Burkintas’s relationship with family, friends, business associates,
and the community at large, with particular examples if possible. (Example: On numerous
occasions, John Doe has put himself before others. He is selfless and whenever someone needs
anything, he is there).

W lehe 1o @ Udse A MYleas Prporn Mooretacr> ) a4s -

> /W7 /' { QL2 Bang

A - - d ” : 2 [“

Are you personally aware of any hardships that Mr. Burkintas is/has undergone which you think
contributed to this offense, please list them below:

T Yes &No

If yes, please describe below.

Are you planning on employing Mr. Burkintas in the future?

0 Yes
A No

Are you planning on working with Mr. Burkintas in the future?
U Yes
# No

State your assessment of Mr. Burkintas’s past contribution to the community, and pharmaceutical
profession, with particular examples in the space provided. (Examples: Community Service,
Volunteer Work, Church Attendance, Schoo! Activities, Sports, etc. ie. Jane Doe has been a
volunteer Sunday school instructor for our young adults at our church for several years. Or John
Doe has volunteered at the local Salvation Army helping to provide meals to indigent/homeless

persons for the last five years.)

/
A4

4 -
7 /I 1,.14.<_‘ CANA 4 o & dlAA 222l 0D 2. [LlaT.AtdLa ’/
4 % . J ¥ » Vs / ' 4
// A L4 N SN d . f s el 74/ A'lAfi, 2. gl d il Ll
4 . ) ‘
2L U e p Lt L2224 Y 42
1,
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10. Please rate Mr. Burkintas in terms of the following qualities:
Please note: If the choice does not apply to your relationship with Mr. Burkintas,
choose “Not Applicable.”

Outstanding Excellent Good Average Poor  Not Applicable

Ability
to work well é/
with others

(%)
i}
U
[=]

Tenacity; D/
perseverance

toward goals

Ability to
meet deadlines B/ = U 3 J 3

]
—
u
(]

Maturity and D/ J
judgment

Accountability,

accepts /
responsibility for © B il B 7] 3
own actions

Clear verbal

and written
communication /

Ability to work
without super- 9/ 3 J

vision

Overall rating (2/ )

]
=
(]
3

=
M
[}

(7
a
£
Cl
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Please add anything additional that you feel the BOP should know about Mr. Burkintas.

Do you declare under penalty of perjury of the laws of the State of Nevada, and the United States
Constitution, that the foregoing is true and correct to the best of your knowledge?
¥Yes 0 No

Signature: 56&%% ;): 4'2%:

Are you willing to testify regarding the above opinions and information?
ZYes C No

Signature: 5“4;4% % % ;Adﬁ
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08/21/2022

I met Michael Burkintas 5 years ago through a mutual friend while visiting Las Vegas
from Arizona. When I decided to move to Pahrump, Nevada, I reached out to him,and
he offered to show me around the area. The last day of my move, I had to return a rental
truck to the local dealer but did not have a ride back to my new home. At that time taxi
service in Pahrump was nearly non existent. So, I called Mike. He generously offered
to pick me up and take me home. Since then he has let me borrow tools, hang shelves
and move items around my home.

____In February of this year, I accidentally took too much blood pressure medication. I
immediately called Mike. He calmed me down. He told me that what I took was not an
excessive dose and to take my blood pressure every 15 minutes and to call him back if it
starts to drop. He called me about an hour later to see how I was.

I am glad to continue to be friends.

[ declare under penalty of perjury of the laws of the State of Nevada and the United
States Constitution that the foregoing is true and correct to the best of my knowledge. I
am willing to testify regarding the above opinions and information.

Q-1-22

William Tilghman
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I have lived with Michael Burkintas for 32 years. I have been disabled for over 22
years. Michael has supported me physically and emotionally throughout our many years
together.

Michael is a Shriner and does what he can to help support the Shriners Hospital for
Children. He has participated with the Pahrump Mason Lodge in their effort to provide
children's identification, and giving tablet computers to local schools to promote
reading. When he was working, he donated to Tails of Nye County, a group that spays
and neuters feral cats.

Michael has never abused controlied substances. Even now, when his body is failing
from arthritis and degenerating knees and ankles, He avoids taking anything but
ibuprofen.

I declare under penalty of perjury of the laws of the State of Nevada and the United
States Constitution that the foregoing is true and correct to the best of my knowledge. I
am willing to testify regarding the above opinions and information.

A

wm B-/5 202>

Esther Parasida Date
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Exhibit C. “May 7, 2022, Negative Drug Screen Result.”




Test Results

mroresultsonline.com

Date Results Transmitted: 2022-05-07 12:49 PM Reason for Test: OTHER
Transmitted By: JAJ Date Specimen Collected: 2022-05-05

Participant/Donor: Michael Burkintas
Laboratory: LabCorp

SSN/EID: **4768 Collection Site: LABCORP - PAHRUMP, NV (E
CCF/Specimen ID: 0234113751 Collection Site Phone: 7757519229
Specimen Type: URINE Program: NONDOT
Company: NATIONAL DRUG SCREENING
Location: NATIONAL DRUG SCREENING Date MRO Received CCF Copy 2:
Lab Account Number: 379856 Date Test Verified by MRO: 2022-05-07
Test Results
Panel- S PANEL LOOK ALIKE - 789888 - 379856 8534380008
Drug Results
Amphetamines NEGATIVE
Cocaine NEGATIVE
Marijuana NEGATIVE
Opiates NEGATIVE
Phencyclidine (PCP) NEGATIVE

MY DETERMINATION/VERIFICATION IS: NEGATIVE

/

pe X/ 7 L
Certified Medical Review Officer //"} )%ud?\’s '{A/ﬂ’f)
/

Janclle Jaworski M.D. Signature

I'he information contained n this message ts CONFIDENTIAL and is for the intended addressec only. Any unauthonized use, dissemination of the information, or copying of this message is
prohibited. If you belicve you have received the message in error, please contact our Client Services Department at mro@ mroresultsonline.com and delete the message without copying or

Hisclosing it
9501 NORTHFIELD BLVD, DENVER, CO 80238 | Phone: 877-585-7366 | FFax: 855-253-5666
mroresultsonline.com
Page 1 of 1 Case Number 2022050426380
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VHS 2020 Performance Review 07.06.20
| EMPLOYEE INFORMATION

Employee: Michael Burkintas Institution Name: 006-Acute Desert View Hospital

Job Title: 520- PHARMACIST

Manager: May, Robert

Department: 006:8290-Pharmacy

ASSESSMENT SUMMARY
Assessment Status: Review Overall Rating: 3 - Meets
Assessor: Robert May Overall Score: 2.875
Assigned Effective Date: 07/04/2020 .

Due Date; 08/30/2020

ASSESSMENT DETAIL

Service Excellence/Great

3 -~ Meets Expectations

Behavioral Criteria:
Rater: May, Robert
Rated Date; 07/29/2020

Comment:

Michael greets staff and co-workers when they address him first. He is able to communicate verbally when asked specific
questions. :

RESP 0014



Desert View Hospital Employee | 2018
Performance Review

Employee Name: MICHAEL BURKINTAS
Department: PHARMACY

Position: PHARMACIST- FULL TIME

Supervisor Name: HELEN LOSASSO

Employee’s focus on Service Excellence and Great:
Micheal is our full time pharmacist. He staffs six- 12 hour shifts per pay period. He assumed the full time
position fall 2017. He is well spoken of. Michael interacts with patients and medical staff.

Employee's accomplishments during past year:

He is developing stronger clinical skills. Micheal supervises technicians, maintains appropriate inventory.
He interviews patients and completes med-rec interviews in a timely manner.

Maintains BLS

As he has moved from per-diem to full time position has has taken much responsibility for appropriate
inventory and day-to-day operations

Goal(s) for coming year:

Participate in Antimicrobial Stewardship, complete three ASP patient reviews per month
Maintain order review turn around time to less than 5 minutes per order 90% of time
Identify and report at lease two suspected adverse drug event per month

Increase intervention documentation

Complete CA! proficiency and hazardous drug handiing proficiency. (Physical CAl aseptic
technique is completed, didactic needs to be completed still

e Obtain ACLS certification

Areas for Improvement:
-Beeome more familiar and comfortable with operations of the pharmacy department
Continue to expand clinical skills

Supervisor's Comments:

Michael is a stable member of out team. He is very quiet, and possibly underestimated.

In addition to the hospital, Michael is an active member of the Pahrump community. Since
starting at DVH, Michal has made the difficult transition from retail pharmacy to hospital
pharmacy.  His clinical skills have developed, and my goal would be for those skills to
increase
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Desert View | 2016
Hospital Employee
Performance
Review

Employee Name: Mike Bukintas
Department: Pharmacy
Position: Pharmacist

Supervisor Name: Helen Losasso

Employee’s strengths:

e Careful
« Knowledgeable
e Reliable

Employee’s accomplishments during past year:

Mike is transitioning from community pharmacy to hospital pharmacy. He has become
competent with Healthland.

He is becoming comfortable dosing vancomycin

He has also established an organization method for filing patient orders that makes it
much easier to locate a specific order if the need arises

Goal(s) for coming year:
» Professional — Develop and implement one Pharmacy process that improves patient
outcomes or increases satisfaction of pharmacy customers
¢ Personal — Continue personal development with The Shrine Clowns and make a film
Supervisory support requested / needed to achieve goal(s):

o | will work with Mike as he develops/ implements his pharmacy process.

Supervisor's Comments: meets expectation

| am glad Mike has joined our department. | appreciate the challenge of transitioning
from community to hospital practice. | am grateful for his flexibility in scheduling.

| expect Mike to continue to grow and be a great assess to the organization
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Exhibit E. “Letters of Professional Recommendation.”




08/30/2022

To Whom it may concern:

| am writing this letter to give a little professional in site into one Mr. Michael Burkintas. The purpose of
this letter is to let you know my firsthand accounts on his professionalism

I have seen and experienced. | started working at Desert View Hospital in the emergency room in
November 2019.as an emergency room technician. Michael Burkintas was a licensed pharmacy at Desert
View Hospital, | got know him through his work there. He always seemed very knowledgeable about
medications, effects, side effects and proper dosages. During codes different members of the
interdisciplinary teams are called pharmacy, X-ray, respiratory and other register nurses from the floor
to help assist in the code. On many different occasions he was involved in the codes, from mixing IV
medications, dose medications on the fly as needed per doctor request. He was very proficient and
professional, at no point did he ever seem altered, distant or under the influence. He always seems to
ask the right question prior to dose medication mixing -ex: allergies, patients’ weight and so on.

Outside of emergency situations he was always professional, polite, and kind to all co-workers. He
dressed professional with a button up shirt, tie, and slacks.

In the community outside the hospital setting, he is pilar of the county being a head Mason and member
of the Shriner Club.

| understand the importance of these allegations. | also understand this was a lifetime of schooling,
training, and experience for him, this is his livelihood. | hope this letter shines a little light on the
professionalism of Michael Bukintas, so that this can be cleared up and be reinstated and more on.

Sincerely

: dams
o

BSN, EMT-P
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1. Name:

JON ADAMS

08/ 20 | 2027

2. In what capacity do you know Mr. Burkintas?

a. Personal

Professional

3. How long have you known Mr. Burkintas?

a.?-E{Q 10 YN} years/months

4. Circle the personal qualities which you have known Mr. Burkintas to possess. (If possiblc,
describe onc or two supportive examples).

a™\ Honesty
O T Bellgve MAOMEL 0 A DALY

@ Trustworthiness Lases SHOWED AW of THEZS
QVAMNTIEG T NEVE SAW Him

@ Responsibility 5H0 W A(\J Y*H INe BUT THESE @ VA Uﬂ ES
VALY V2oFeSsigNal  wpKy
@ Morality

@ Ethicality
@ Other

TP KIND & wNOWlE DEBLE™
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5. State your assessment of Mr. Burkintas’s relationship with family, friends, business associates,
and the community at large, with particular examples if possible. (Example: On numerous
occasions, John Doe has put himself before others. He is selfless and whenever someone needs

anything, he is there).

T xpoW HE Tk MME AWAY T2pm HIS (pmanuNiTE
TWE ¢ EAMILY. WHEN [yaS  aRKED ¢ g (HEDVLED
OVEZTIME WoRW 5-C DAYS AWETK  THIS TV
PrWMkWWV\ UIS Pre »wWASWUN  F SHEZWWEIZ lLuE
WoKr

6. Are you personally aware of any hardships that Mr. Burkintas is/has undergone which you think

contributed to this offense, please list them below:

Yes @

If yee pleas 151 ‘J‘lbe below.

Nt BEWG EMPloveeD AND Vo1 |
HAV\N& A FAY HMEWC [(DMING N T kNOW
MEE BWAD D DIFP INID HIS <caVingS 1D
D ALLE TV PaAY THE _=.11).S

7. Are you planning on employing Mr. Burkintas in the future?
Yes

8. Are you planning on working with Mr. Burkintas in the future?
Yes

&,

9. State your assessment of Mr. Burkintas’s past contribution to the community, and pharmaceutical
profession, with particular examplcs in the space provided. (Examples: Community Service,
Volunteer Work, Church Attendance, School Activities, Sports, etc. ie. Jane Doe has been a
volunteer Sunday school instructor for our young adults at our church for several years. Or John

Doe has volunteered at the local Salvation Army helping to provide meals to indigent/homeless

persons for the last five years.)

T KNOW HE SWTED uE 15 A TLET MeSiN

s h MEMEREZ  DeTME SHIRNER's CWE
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10. Please rate Mr. Burkintas in terms of the following qualities:
Please note: If the choice does not apply to your relationship with Mr. Burkintas,
choose “Not Applicable.”

Outstanding Excellent Good Average Poor Not Applicable

Ability
to work well

with others

Tenacity;
perscverance
toward goals

Ability to

meet dcadlines

Maturity and \/
Jjudgment

Accountability,

accepts
responsibility for

own actions
Clear verbal
and written
communication

Ability to work
without super-

vision

Overall rating

OTSTANDING
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Pleasc add anything additional that you feel the BOP should know about Mr. Burkintas.
MASE SEe XTaomel \ZTTert—/

Do you nder penalty of perjury of the laws of the State of Nevada, and the United States
Constitdtiof, thathe foregoing is true and correct to the best of your knowledge?
Ye

Are to testify regarding the above opinions and information?
& No
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Dotty Edwards
2004 N Fairway Drive
St. George, UT.84780

To whom it may concern:

t met Michael Burkintas in 2014 while working at a CVS Pharmacy in Pahrump Nevada. In 2015 he
joined our Pharmacy team at Desert View Hospital. It was here | worked closely with him as his
pharmacy technician. He was great to work with and always paid close attention to the safety of our
patients by watching his physician orders as well as verifying patient home meds for the nurses.

Michael was very aware of the rules and regulations that are necessary to keep in compliance with the
state and federal boards. While he had to address a lot of protocol with doctors and nurse he was very
professional and enjoyed being part of this important team.

He was a very competent pharmacist overseeing my compounding and filling of medicine cart, code
carts, OR trays as weil as making and checking IV. Michael was especially careful with the narcotics. The
narcotic count had to be correct or we stayed until we found the error. We followed our protocol
whenever meds were dispensed. Once the hospital went to Pixas machines Michael was trained as the
manager of these machines. He was called back to the hospital often to correct problems.

He was always on time and stayed till his work was done. | never saw him be unethical with the
pharmacy charting or drugs. I never saw him act unprofessional or put his Pharmacy license at risk. He
donates a lot of his time to the Shriners where he loved to go ride in parades to help chiidren.

Working at Desert View Hospital was difficult at times, due to a poor communication with CEQ and
Director of Nursing. As any workplace Michael tried to work with Corporate and nursing staff to soive
problems.

Please do not hesitate to call me if you need to discuss this further.

Sincerely
Dotty Edwards
7752535204
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Exhibit F. “Mr. Burkintas’ Medications and Supplements.”




Michael Burkintas medication, vitamin and supplement list.

Ozempic

Amlodipine

Carvedilol

Cephalexin

Ciprofloxicin
Loratidine/psoudoephrine
Chlorpheniramine
Gvapenesin/dextromethorphan
L-Argenine

Beta Carotene

Melatonin
Glucosamine/chondroitin/msm
Vitamin C

Vitamin E

Super B complex
Potassium iodide
Levothyroxine
Ibuprophen
Acetaminophen

Pepto bismol

Selenium

L-lysine

Black cherry extract

Eye Vision Guard

Glipizide

Allopurinol
Dicyclomine
Amoxicillin/Clavulanate
Famotidine
Phenylephrine
Diphenhydramine
DHEA

Coenzyme Q10
5-Hydroxytryptophan
Alpha Lipoic Acid
Calcium/magnesium/zinc
Vitamin D3

Folic acid

vitamin B12

Century multi-vitamin for men
Sitagliptin

Asprin

Eye vites areds2
Lecithin

Chromium picolinate
Coconut oil

Tadalifil

GHR
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Supplement Facts

Serving Size: 1 Quick Release Softgel

Servings Per Container: 200

I
Amount % Daily
Per Value
Serving  (DV)
Vision Shield™ Lutein (from Marigold Petal Extract) 20 mg %
Vision Shield™ Zeaxanthin (from Marigold Petal 1mg %
Extract)
Bilberry Extract (Vaccinium uliginosum) (fruit) 2.2mg *

Other ingredients: Sunflower Oil and/or Safflower Oil, Gelatin, Vegetable
Glycerin, Sunflower Lecithin, Yellow Beeswax, Annatto Extract Color, Titanium
Dioxide Color

Directions: For adults, take 1 quick release softgel 2 times daily, preferably with
meals.

WARNING: If you are pregnant, nursing, taking any medications or have any
medical condition, consult your doctor before use. Avoid this product if you are
allergic to daisy-like flowers. If any adverse reactions occur, immediately stop
using this product and consuit your doctor. If seal under cap is damaged or
missing, do not use. Keep out of reach of children. Store in a cool, dry place.

* Daily Value (DV) not established.
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Kristopher Mangosing

From: Joe Dodge

Sent: Thursday, June 1, 2023 8:49 AM

To: Kristopher Mangosing

Subject: Partell Board Meeting supplemental documents
Attachments: Partell Board Meeting Documents.pdf

Follow Up Flag: Follow up

Flag Status: Flagged

HI Kris,

Please include the attached documents in the board book if possible.

Thanks,

Joe Dodge, Pharm D
Inspector

Nevada State Board of Pharmacy
1140 N. Town Center Dr Ste 300
Las Vegas, NV, 89144

Office: 702.486.6420 Ext 157
Fax: 702.486.7903
E-mail: j.dodge@pharmacy.nv.gov

Web Page: www.bop.nv.gov

NOTICE: This information is provided as a courtesy on behalf of the Nevada State Board of Pharmacy. This information
does not constitute legal advice and does not establish an attorney-client relationship. This information does not
override the specific provisions of Nevada law as applied to a particular set of facts.

CONFIDENTIALITY NOTICE: This message and any accompanying documents are intended only for the use of the
individual or entity to which they are addressed. They may contain information that is proprietary, privileged,
confidential or exempt from disclosure under applicable Federal or State law. If the reader of this message is not the
intended recipient, you are hereby notified that you are strictly prohibited from reading, using, sharing or copying this
communication or its contents. If you have received this email in error, please notify the sender immediately and
destroy the original transmission.




“

i

The observations of objectionable conditions and practices listed on the front of this form
are reported:

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or

2. To assist firms inspected in complying with the Acts and regulations enforced by the
Food and Drug Administration.

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or employee
making the inspection shall give to the owner, operator, or agent in charge a report in
writing setting forth any conditions or practices observed by him which, in his judgement,
indicate that any food, drug, device, or cosmetic in such establishment (1) conslsts in whole
or in part of any filthy, putrid, or decomposed substance, or (2) has been prepared, packed,
or held under insanitary conditions whereby It may have become contaminated with filth, or
whereby it may have been rendered injurious to health. A copy of such report shall be sent
promptly to the Secretary.”

FORM FDA 483 (3/08)




DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
1431 Harbor Bay Patkway 02/26/2018-03/08/2018
Alameda, CA 94502-7070
(510)337-6700 Fax:(510)337-6702 EEINOMEER

Industry Information: www.fda.gov/oc/industry SUEIIGI

NAME AND THLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED

70: Erxic L. Sparks, PharmD), Pharmacy Manager

FIRM NAME STREET ADDRESS

One Way Drug LLC dba Partell Specialty Pharmacy 5835 S. Eastern Ave. Suite 101

CITY, STATE AND ZIP CCDE TYPE OF ESTABUSHMENT INSPECTED

Las Vegas, NV 89119 Producer of Sterile and Non-Sterile Drugs

THIS BOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE, IF
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

DURING AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED:

OBSERVATION 1

The filter intended fo render final product sterile is not adequate to accomplish sterilization and/or is not
pharmaceutical grade.

Specifically,

a. Your firm uses the Vacuum Filter, Stericup (Millipore) sterile filter, when compounding large volume batches
of sterile finished product.

The Stericup does not appear to be pharmaceutical grade and the labeling for the Stericup states “Do not use these
systems in direct patient care applications.”

There is no integrity testing method for the Vacuum Filter, Stericup (Millipore) sterile filter. The firm releases
finished drug product without determining the suitability of the filter. Examples of products, where the Stericup
has been used as the sterilizing filter are Coenzyme Q10, Ascorbic acid, and Vitamin B Complex.

b. There is no assurance that the bubble point testing of filters used to render drug product sterile is adequate to
ensure the integrity of such filters. Your firm was unable to confirm what required minimum pressure is used
when performing integrity testing on sterilizing filters. There is a discrepancy with the required minimum pressure
written in the bubble point test log and the manufacturers requirement. For example, the log states ‘38psi’ required
for the PES-50 filter, yet the manufacturer requires 50 psi. Your firm does not document the actual value in the
Formula Worksheet and simply enters “PASS or FAIL”.

OBSERVATION 2
EMPLOYEE(S) NAME AND TITLE (Print ar Type} DATE ISSUED
SEE
REVERSE Lucila B. Nwaty, Investigator/CSO
CETE Juanita P, Versace, Microbiclogist 03/08/2018

FORM FDA 483 (3 PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS Page 10f6




W

DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
1431 Harbor Bay Parkway 02/26/2018-03/08/2018
Alameda, CA 94502-7070
(510)337-6700 Fax:(510)337-6702 FEI NUMEER

Industry Information: www,{da.gov/oc/industry 3011765075

§NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT S ISSUED

T70: Eric L. Sparks, PharmD, Pharmacy Manager

FIRM NAME STREET ADDRESS
One Way Drug LLC dba Partell Specialty Pharmacy 5835 S. Eastemn Ave. Suite 101

CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED

Las Vegas, NV 89119 Producer of Sterile and Non-Sterile Drugs

The cycle parameter (temperature, pressure, and time) used for heat sterilization of product intemed to be sterile
are not verified to be lethal to heat-resistant microorganisms.

Specifically,

a. Your firm performs all compounding and filling operations for terminally sterilized pellet products in an
unclassified Biosafety Cabinet, located in an unclassified room. Pellet products include:

« Estradiol, 10mg, 12.5mg, 15mg, 20mg, 25mg, 35mg, 40mg, SO0mg, 55mg Pellets

» Naltrexone, 200mg Pellets

« Pregnenolone, S0mg, 100mg Pellets

* Progesterone, 50mg Pellets

» Testosterone/Anastrozole 120/8mg; 180/12mg; 200/20mg; 60/1mg; 60/4mg Pellets
» Testosterone/Estradiol 60/6 mg Pellets

» Testosterone 100 mg, 200 mg, 25 mg, 37.5 mg, 40 mg, 50 mg, 55 mg, 80 mg Pellets
» Testosterone/ Finasteride 60/5 mg, 80/8mg Pellets

» Testosterone/ Finasteride/Anastrozole 120/10/4 mg Pellets

b. Your firm uses the Hirayama HV-25 Autoclaves for both terminal sterilization and sterilization of container-
closures, such as stoppers and final product vials. Effectiveness of Steam Sterilization is verified using Sporview
Self-Contained Biological Indicators. The manufactured recommends incubation conditions of 55°C to 60° C for
a minithum of 24 hours. Bioldgical Indicator dry block incubator is not calibrated to ensure the temperature can
maintain 55-60°C for 24 hours. The dry block does not contain a visual thermometer to monitor the temperature
during BI incubation.

¢. Your firm conducts terminal sterilization on sealed vials containing pellet products, using an autoclave cycle of
121°C for 20 minutes. There is no adequate scientific justification for the autoclave cycle used to terminally
sterilize implantable pellets, including consideration of heat penetration into the container closure and the pellets
themselves. There is no assurance that 121°C for 20 minutes is adequate for pellets in sealed containers.

OBSERVATION 3
P, 5 (S) SIGNATURE EMPLOYEE(S) NAME AND TITLE {Frint or Type) DATE ISSUED
SEE
REVERSE Lucila B. Nwatu, Investigator/CSO
ogAggs ! Q Juanita P, Versace, Microbiologist 03/08/2018

'FORM FDA 483 (9/08) | PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS Page 2 of6
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION
DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
1431 Harbor Bay Parkway 02/26/2018- 03/08/2018
Alameda, CA 94502-7070
(510)337-6700 Fax:(510)337-6702 ECIOLINBER
Industry Information: www.fda.gov/oc/industry SUEieNaS
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED
T0: Eric L. Sparks, PharmD, Pharmacy Manager
FIRM NAME STREET ADDRESS
One Way Drug LLC dba Pastell Specialty Pharmacy 5835 S. Eastern Ave. Suite 101
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Las Vegas, NV 89119 Producer of Sterile and Non-Sterilc Drugs

The final containers/closures used for drug product intended to be sterile have not been sterilized or de-
pyrogenated,

Specifically,

a. Your firm does not depyrogenate the non-sterile stoppers and vials before conducting filling operation for all
aseptically filled drug products.

b. Your firm does not depyrogenate the non-sterile stoppers and vials before conducting filling operation for all
terminally sterilized pellet drug products.

OBSERVATION 4
Disinfecting agents and cleaning pads or wipes used in the ISO 5 area are not sterile.
Specifically,

To clean and disinfect the ISO- 5 Laminar Air Flow Hood (LAFH), the firm uses non-sterile PolySat Wipers, non-
sterile Alpha Wipe Dry Wipes, non-sterile Opti-cide 3, non-sterile Spor-Klenz, and sterile 70% Isopropyl Alcohol

spray.

OBSERVATION 5

The use of sporicidal agents in the cleanrooms and/or ISO 5 areas is inadequate.

Specifically,

Your firm has not established sufficient contact time for all disinfectants use in the cleanroom. Your film failed to

follow manufacturer’s recommended contact times for the disinfectants used in the controlled environments.
For example, for non-stgri& sporicidal agent Spor-Klenz, the manufacturer recommends a contact surface time of

EMPLOYEE(S) NAME AND TITLE (Print or Type) DATE ISSUED
SEE
REVERSE Lucila B. Nwatu, Investigator/CSO
il Juanita P, Versacs, Micsobiologist 03/08/2018
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

1431 Harbor Bay Parkway 02/26/2018- 03/08/2018

Alameda, CA 94502-7070

(510)337-6700 Fax:(510)337-6702 EELNOMRER

Industry Information; www.fda.gov/oc/industry ALER07S

NAME AND TTTLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED
TJO: Eric L. Sparks, PharmD, Pharmacy Manager

FIRM NAME STREET ADDRESS

One Way Drug LLC dba Partell Specialty Pharmacy 5835 S. Eastern Ave. Suite 101
CITY, STATE AND ZIP CODE TYPE CF ESTABLISHMENT INSPECTED

Las Vegas, NV 89119 Producer of Sterile and Non-Sterile Drugs ’

30 minutes, Your daily cleaning/disinfecting log for controlled environments and procedure, does not indicate
contact times. Pharnmacy Lab Manager and Technicians confirmed that after spraying Spor-Klenz ion the surface,
the solution is immediately removed. Demonstration of the effectiveness of the cleaning operations was not
assessed due to lack of established contact times.

OBSERVATION 6
You produced hazardous drugs without providing adequate cleaning of utensils to prevent cross~-contamination.
Specifically,

Your firm uses non-dedicated glassware and utensils to weigh and mix non-sterile hazardous and non-hazardous
ingredients, in preparation for aseptic filling operations. Examples of hazardous ingredients used in your facility
include Testosterone Cypionate and Alprostadil.

OBSERVATION 7
Non-sterilized or non-depyrogenated tools or temporary container were used in sterile production.

Specifically,

Your firm uses glassware and utensils to weigh and inix non-sterile ingrediénts, in preparation for aseptic filling
operations. Your firm does not adequately clean the glassware and utensils to prevent cross-contamination.
Glassware, spatulas, and mixing bars are washed in a dishwasher using Reverse Osmosis water. Your firm has not
conducted any testing (microbial and analytical) of the water generated through your reverse osmosis (RO)
system. The glassware is placed in an oven for approximately 20 minutes at 90°C. There is no assurance that these
conditions sterilization or depyrogenation these materials prior to use in compounding sterile drug products.

OBSERVATION 8

Environmental monitoring\in your aseptic processing areas is not adequate.

EMPLOYEE(S) NAME AND TITLE (Print or Type} DATE ISSUED

SEE
REVERSE
OF THIS
PAGE

Lucila B. Nwaty, Investigator/CSO

Juanita P. Versace, Microbiologist 03/08/2018
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
1431 Harbor Bay Parkway 02/26/2018- 03/08/2018
Alameda, CA 94502-7070
(510)337-6700 Fax:(510)337-6702 FEINUMBER
Industry Information: www.fda.govloc/industry 3011769075
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
T0O; Eric L. Sparks, PharmD, Pharmacy Manager
FIRM NAME STREET ADDRESS
One Way Drug LLC dba Partell Specialty Pharmacy 5835 S. Eastern Ave. Suite 101
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Las Vegas, NV 89119 Producer of Sterile and Non-Sterile Drugs
Specifically, ’

a. Review of the last biannual Environmental Monitoring report, dated 11/30/17, revealed that Micrococus species
and Aspergillus was detected when viable air sampling was conducted in the ISO-5 Laminar Air Flow Hood. As a
corrective action, your firm performed cleaning three times in the controlled environment, and air sampling was
repeated. An investigation was not conducted and a root cause was not determined.

b. Monthly surface sampling is part of the firm’s Environmental Monitoring program. Surface samples are taken
with a EnviroTest Media Paddles, immediately after spraying sterile 70% Isopropyl Alcohol on the surface.

OBSERVATION 9
Inadequate pressure differentials between higher quality air rooms and lower quality air rooms were observed. .

Specifically,

a. Sterile drug filling is conducted inside the ISO 5 core of Laminar Air Flow Hood (LAFH). The evaluation of
unidirectional airflow (e.g., smoke studies) for microbiological contamination was not performed under dynamic
conditions in the ISO 5 LAFH, which is located in an ISO 7 environment.

b. During filling operations, we observed that the doors from the ISO 8 compounding room to the ISO 7 Ante
room, and the door from the ISO 7Ante-Room to thé ISO 7 aseptic filling room, did not stay consistently closed.
We heard multiple alarms during the aseptic filling due to loss in pressure. The firm cannot assure continuous
positive pressure during filling operations.

OBSERVATION 10

Media fills were not performed that closely simulate aseptic production operations incorporating, as appropriate,
worst-case activities and conditions that provide a challenge to aseptic operations.

Specifically,
EMPLOYEK(S) SIGNATURE EMPLOYEE(S) NAME AND TITLE (Print or Typs) DATE ISSUED
SEE
BelRE Lucila B, Nwatu, Investigator/CSO

Juanita P. Versace, Microbiologist 03/08/2013
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NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED
TO: Eric L. Sparks, PharmD, Pharmacy Manager
FIRM NAME STREET ADDRESS
One Way Drug LLC dba Partell Specialty Pharmacy 5835 S. Eastern Ave. Suite 101
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Biannual media fill testing is performed, but are not designed to simulate firm’s routine aseptic operation,

a. Your firm conducts Media Fill in liquid filled bags versus vials. A commercially purchased kit containing 100
ml flexible container of TSB (Tryptic Soy Broth), 20 ml vial of TSB, and a 3 ml ampule of red TSB, are used to
conduct media fills. The content of the ampule is injected into the 20 ml vial of TSB. 1 ml of this solution is
injected into the 100 ml TSB bag. This procedure is repeated 19 times. This does not simulate their filling
process. The bag is not representative of the container/closures used during routine production.

b. When filling large batch size sterile products, the firm uses a fluid dispensing pump. For example, the fluid
dispensing pump is used during filling of Methylcobalamin, 12.5mg/ml injection, whose batch size is 3000ml into
50 ml vials or 500ml into 5 ml vials. This pump is not included during the media fill simulation.

You have a sterility failure as evidence of production under insanitary conditions. Your firm conducted an
inadequate Sterility OOS investigation. Review of QOS Sterility failure investigation revealed Bacillus species
was detected in TM#3 (20 vials, Lot # 20171128@27). The firm’s coirective action includes cleaning and
disinfecting the controlled environment three times. Demonstration of the effectiveness of the cleaning operations
was not assessed because environmental and personnel monitoring was not performed afterward.

*DATES OF INSPECTION
2/26/2018(Mon), 2/27/2018(Tue), 2/28/2018(Wed), 3/01/2018(Thu), 3/02/2018(Eri), 3/05/2018(Mon), 3/06/2018
(Tue), 3/07/2018(Wed), 3/08/2018(Thu)

Sy
EMPLO’ S) SIGNATYRE EMPLOYEE(S) NAME AND TITLE (Pnnt or Type) DATE ISSUED
SEE
REVERSE Lucila B. Nwatu, Investigator/CSO
Og Agiés \/W Juanite P. Versace, Microbiologist 03/08/2018
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/' PARTELL
Lv SPECIALTY PHARMACY
COMPOUNDING PROFESSIONALS

DPartell Pharmacy

5835 S. Eastern Avenue £101
Las Vegas, Nevada 89119
(702)791.3800

March 8, 2018
To whom it may concern:

The letter is meant to confirm the position of Partell Specialty Pharmacy on the
topic of sterile products and sterile product compounding. The company’s
management and ownership have decided to voluntarily recall all compounded
sterile products that have been shipped to customers. Additionally, the
company has agreed to destroy all sterile products stored on site and has
officially exited the business of sterile product compounding.

Sincerely,

FZZ27 ) Al

Eric Sparks, PharmD Robert Seik, PharmD
Pharmacy Manager CEO - Owner




Eric Sparks, PharmD

Partell Specialty Pharmacy

5835 S. Eastern Avenue, Suite 101
Las Vegas, NV 89119

Fax: (702) 791-3630

March 29, 2018
Food and Drug Administration
1431 Harbor Bay Parkway
Alameda, CA 94502-7070
Fax: (510) 337-6702

Re: 483 Report dated 03/08/2018
Dear FDA District Office:
With respect to the 483 Report of our pharmacy, based on dates of inspection 2/22/2018 to
03/08/2018, please be advised that Partell Specialty Pharmacy, during the FDA inspection ceased all
sterile compounding activities, and is no longer filling any prescriptions for sterile compounded
medications. All such inquiries are being referred to sterile compounding pharmacies in and around
Las Vegas.
Additionally, Partell Speciaity Pharmacy has initiated a voluntary recall of all of its sterile compounded
prescriptions. We have been in regular communication regarding same with FDA's recall coordinators at

Division of Pharmaceutical Quality Operations.

Sincerely yours,

Eric Sparks, PharmD

301441197v1 0983934
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COMPOUNDING PROFESSIONALS:

April 30,2018

Dear Mr. Seidlinger,

Per your request | am submitting to you this letter which confirms that Partell Pharmacy is no longer
engaged in the business of sterile product compounding. | understand, as does the rest of the company,
that Partell Pharmacy is not permitted to reengage in any form of sterile product compounding unless
we first notify the Nevada Board of Pharmacy and then subsequently undergo inspection and receive
final approval. If the company does decide to engage the business in the future we will alert the Board

of Pharmacy and discuss the necessary inspection.

Sincerely

) "
FZAT A /)]
Robert Seik

CEOQ - Partell Pharmacy
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WARNING LETTER

One Way Drug LLC dba Pariell Specialty Pharmacy

MARCS-CMS 573455 — MARCH 13, 2019

Product:
Drugs
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Recipient:

Robert A. Seik

CEQ & Owner

One Way Drug LLC dba Partell Specialty Pharmacy

5835 S. Eastern Avenue, Suite 101
Las Vegas, NV 89119
United States

Issuing Office:
Division of Pharmaceutical Quality Operations IV

19701 Falrchild
Irvine, CA 92612-2506
United States

. (949) 608-2900

WARNING LETTER

VIA UNITED PARCEL SERVICE

SIGNATURE REQUIRED
February 4, 2019
Robert A. Seik

CEO & Ovwnmer

One Way Drug LLC dba Partell Specialty Pharmacy




5835 S. Eastern Avenue, Suite 101

Las Vegas, NV 89119

Dear Mr. Seik:

From July 17, 2017, to July 19, 2017, U.S. Food and Drug Administration (FDA) investigators inspected your
facility, One Way Drug LLC, dba Partell Specialty Pharmacy (“West”), located at 8751 W. Charleston Blvd, Suite
120, Las Vegas, NV 89117, Additionally, from February 26, 2018, to March 8, 2018, U.S. FDA investigators
inspected your facility, One Way Drug LLC, dba Partell Specialty Pharmacy (“East™), located at 5835 S. Eastern
Ave, Suite 101, Las Vegas, NV 89119. During the inspections, the investigators noted that drug products you
produced failed to meet the conditions of section 503A of the Federal Food, Drug, and Cosmetic Act (FDCA) [21
U.S.C. § 353a] for exemption from certain provisions of the FDCA. The investigators noted serious deficiencies
in your practices for producing drug products, which put patients at risk.

FDA issued a Form FDA 483 to your West facility on July 19, 2017, and to your East facility on March 8, 2018.
FDA acknowledges receipt of your responses, dated August 8, 2017, November 7, 2017, March 8, 2018, and
March 29, 2018. We acknowledge your statements in your March 29, 2018, letter that, “Partell Specialty
Pharmacy ceased all sterile compounding activities...and is no longer filling any prescriptions for sterile
compounded medications” and that, “Partell Specialty Pharmacy has initiated a voluntary recall of all its sterile
compounded prescriptions.” Based on these inspections, it appears that you produced drug products that violate
the FDCA.

A. Compounded Drug Products Under the FDCA

Section 503A of the FDCA describes the conditions under which human drug products compounded by a
licensed pharmacist in a State licensed pharmacy or a Federal facility, or a licensed physician, qualify for
exemptions from three sections of the FDCA: compliance with current good manufacturing practice (CGMP)
(section 501(a)(2)(B)); labeling with adequate directions for use (section 502(f)(1)); and FDA approval prior to
marketing (section 505) [21 U.S.C. §§ 351(a)(2)(B), 352(f)(1) and 355(a)].[1] Receipt of valid prescriptions for
individually-identified patients is one of the conditions for the exemptions under section 503A.

In addition, for a compounded drug product to qualify for the exemptions under section 5034, bulk drug
substances used to compound it must: (I) comply with the standards of an applicable United States
Pharmacopeia (USP) or National Formulary (NF) monograph, if a monograph exists, and the USP chapter on
pharmacy compounding; (II) if such a monograph does not exist, be components of drugs approved by the
Secretary; or (III) if such a monograph does not exist and the drug substance is not a component of a drug
approved by the Secretary, appear on a list developed by the Secretary through regulation (“503A bulks list”)
(section 503A(b)(1)(A)() of the FDCA).

B. Failure to Meet the Conditions of Section 503A

During the inspection, the FDA investigators noted that drug products produced by your firm failed to meet the
conditions of section 503A. For example, the investigators noted:

1. At your West facility, your firm did not receive valid prescriptions for individually-identified patients for a
portion of the drug products you produced.




2, At your West facility, your firm compounded drug products using calendula, comirey,
dimethylaminoethanol bitartrate, saw palmetto, and turmeric. At your East facility, your firm compounded
drug products using hydroxytryptophan, indole-3-carbinol, L~carnosine, pimobendan, saw palmetto, and
theanine. Drug products compounded using calendula, comfrey, dimethylaminoethanol bitartrate,
hydroxytryptophan, indole-3-carbinol, L-carnosine, pimobendane, saw palmetto, theanine, and turmeric
are not eligible for the exemptions provided by section 503A(a), because they are not the subjects of
applicable USP or NF monographs, are not components of an FDA-approved human drug, and do not
appear on the 5034 bulks Iist.[2]

Therefore, you compounded drug products that do not meet the conditions of section 503A and are not eligible
for the exemptions in that section from the FDA approval requirement of section 505 of the FDCA, the
requirement under section 502(f)(1) of the FDCA that labeling bear adequate directions for use, and the
requirement of compliance with CGMP under section 501(a)}(2)(B) of the FDCA. In the remainder of this letter,
we refer to your drug products that do not qualify for exemptions under section 503A as the “ineligible drug
products.”

Specific violations are described below.
€. Violations of the FDCA
Adulterated Drug Products

FDA investigators noted that drug products at your East and West facilities were prepared, packed, or held
under insanitary conditions, whereby they may have become contaminated with filth or rendered injurious to
health, causing your drug products to be adulterated under section 501(a)(2)(A) of the FDCA. For example, at
your West facility, the investigators observed a vacuum cleaner being used to clean a powder press used in non-
sterile drug production. In addition, at your East facility, the investigators observed that:

1. Your firm used a non-pharmaceutical grade filter to sterilize drug products. Specifically, labeling for the
“(b)(4q)” states, “Do not use these systems in direct patient care applications.”

2. Your firm had no assurance that post-use filter integrity testing of filters, used to sterilize drug products,
was performed according to the specifications of the filter manufacturer,

3. Your firm’s production of implantable pellets intended to be sterile was inadequate. Specifically, pellets
were processed in an unclassified area and then (b)(4) in a sealed container using an (b)(4) which lacks
assurance of adequate heat penetration into the container closure and pellets themselves. Furthermore,
biological indicators used to verify the adequacy of the (b)(4) were not properly incubated to ensure
reliable results. b

4. Your firm used a non-sterile cleaning agent as well as non-sterile cleaning wipes as part of your
disinfection program for the aseptic processing areas. In addition, your firm did not ensure a sufficient
contact time for the sporicidal agent used to disinfect the aseptic processing areas.

5. Your firm did not adequately clean or depyrogenate glassware and utensils used to produce drug products
intended to be sterile. Additionally, non-dedicated glassware and utensils were used to weigh and mix
hazardous and non-hazardous drug components in preparation for aseptic filling operations.

Furthermore, your firm used non-depyrogenated stoppers and vials in the production of drug products
intended to be sterile.
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6. Your firm performed environmental sampling immediately after cleaning, which could potentially bias the
results.

7. Your firm failed to perform adequate smoke studies under dynamic conditions to demonstrate
unidirectional airflow within the ISO 5 area. Therefore, your products intended to be sterile were produced
in an environment that may not provide adequate protection against the risk of contamination.

8. Your firm failed to maintain adequate pressure differentials between areas of higher quality air and lower
quality air.

9. Your media fills were not performed under the most challenging or stressful conditions. Therefore, there is
a lack of assurance that your firm can aseptically produce drug products within your facility.

Furthermore, the manufacture of the ineligible drug products is subject to FDA’s CGMP regulations, Title 21,
Cade of Federal Regulations (CFR), parts 210 and 211, The FDA investigators observed significant CGMP
violations at your West facility, causing the ineligible drug products to be adulterated within the meaning of
section 501(a)(2)(B) of the FDCA. The violations included, for example:

1. Your firm failed to have, for each batch of drug product, appropriate laboratory determination of
satisfactory conformance to final specifications for the drug product, including the identity and strength of
each active ingredient, prior to release (21 CFR 211.165(a)).

2, Your firm failed to clean, maintain, and, as appropriate for the nature of the drug, sanitize and/or sterilize
equipment and utensils at appropriate intervals to prevent malfunctions or contamination that would alter
the safety, identity, strength, quality, or purity of the drug product beyond the official or other established
requirements (21 CFR 211.67(a)).

It is a prohibited act under section 301(k) of the FDCA [21 U.S.C. § 331(k)] to do any act with respect to a drug, if
such act is done while the drug is held for sale after shipment in interstate commerce and results in the drug
being adulterated.

Misbranded Drug Products

The ineligible drug products you compounded are intended for conditions not amenable to self-diagnosis and
treatment by individuals who are not medical practitioners; therefore, adequate directions for use cannot be
written so that a layman can use these products safely for their intended uses. Consequently, their labeling fails
to bear adequate directions for their intended uses.[3] Accordingly, these ineligible drug products are
misbranded under section 502(f)(1) of the FDCA. Itis a prohibited act under section 301(k) of the FDCA todo
any act with respect to a drug, if such act is done while the drug is held for sale after shipment in interstate
commerce and results in the drug being misbranded.

D. Corrective Acions

We have reviewed your responses to the Form FDA 483s issued at both of your facilities. Regarding your West
facility, FDA is aware that this site in nolonger operational. Regarding your East facility, we acknowledge your
statements in your March 29, 2018, letter that, “Partell Specialty Pharmacy ceased all sterile compounding
activities...and is no longer filling any prescriptions for sterile compounded medications” and that, “Partell
Specialty Pharmacy has initiated a voluntary recall of all its sterile compounded prescriptions.”




Please be aware that section 501(a)(2)(&) of the FDCA concerning insanitary conditions applies regardless of
whether drug products you compound meet the conditions of section 5034, including the condition on receipt of
a prescription for an identified individual patient prior to compounding and distributing drug products.

Regarding observations related to the conditions of section 503A of the FDCA, some of your corrective actions
appear to be adequate, Specifically, in your letter dated March 8, 2018, you agree to “cease to use for
compounded prescription products the following items until a USP monograph is available for each one:”
indole-3-carbinol, L-carnosine, pimobendan, and saw palmetto. However, you have not addressed the
compounding of drug products using calendula, comfrey, dimethylaminoethanol bitartrate, hydroxyiryptophan,
and theanine. As explained above, drug products compounded using these bulk drug substances are not eligible
for the exemptions provided by section 503A(a), because they are not the subjects of an applicable USP or NF
monograph, are not components of FDA-approved human drugs, and do not appear on the 503A bulks list.

Should you continue to compound and distribute drug products that do not meet the conditions of section 5034,
the compounding and distribution of such drugs would be subject to the new drug approval requirement, the
requirement to label drug products with adequate directions for use, and the drug CGMP regulations. Before
doing so, you must comply with the requirements of section 505 and 502(f)(2) and fully implement corrections
that meet the minimum requirements of the CGMP regulations.[4]

In addition to the issues discussed above, you should note that CGMP requires the implementation of quality
oversight and controls over the manufacture of drugs, including the safety of raw materials, materials used in
drug manufacturing, and finished drug products. See section 501 of the FDCA. If you choose to contract with a
laboratory to perform some functions required by CGMP, it is essential that you select a gualified contractor and
that you maintain sufficient oversight of the coniractor’s operations to ensure that it is fully CGMP compliant.
Regardless of whether you rely on a contract facility, you are responsible for assuring that drugs you produce are
neither adulterated nor misbranded. [See 21 CFR 210.1(b), 21 CFR 200.10{(b)].

FDA strongly recommends that if you decide to resume production of sterile drugs, your management first
undertake a comprehensive assessment of operations, including facility design, procedures, personnel,
processes, maintenance, materials, and systems. In particular, this review should assess your aseptic processing
operations. A third party consultant with relevant sterile drug manufacturing expertise should assist you in
conducting this comprehensive evaluation.

E. Conclusion

The violations cited in this letter are not intended to be an all-inclusive statement of violations at your

facility. You are responsible for investigating and determining the causes of the violations identified above and
for preventing their recurrence or the accurrence of other violations. It is your responsibility to ensure that your
firm complies with all requirements of federal law, including FDA regulations.

If you decide to resume sterile operations, you should take prompt action to correct the violations cited in this
letter. Failure to promptly correct these violations may result in legal action without further notice, including,

without limitation, seizure and injunction.

Within fifteen (15) working days of receipt of this letter, please notify this office in writing if yon have taken any
specific steps to correct the violations cited in this letter. If you intend to resume production of sterile drugs in
the future, please include an explanation of each step being taken to prevent the recurrence of violations, as well
as copies of related documentation. If you do not believe that the products discussed abave violated the FDCA,




include your reasoning and any supporting information for our consideration. In addition to taking appropriate
corrective actions, you should notify this office 15 days prior to resuming production of any sterile drugs in the
future.

Your written notification should refer to unique identifier CMS 573455 and sent to:
CDR Steven E. Porter, Jr.

Director, Division of Pharmaceutical Quality Operations IV

19701 Fairchild Road

Irvine, CA 92612

If you have questions regarding the contents of this letter, please contact William V. Millar, Compliance Officer
at (510) 337-6896, or by email at xdlliam,mﬂla[@fd_a,ﬂs_,ggl(maj]j;Q;m'lligm.miﬂa‘r@j_ da.hhs,gov).

Sincerely,

/8/

CDR Steven E. Porter, Jr.

Directar, Division of Pharmaceutical Quality Operations IV

[1] We remind you that there are conditions other than those discussed in this letter that must be satisfied to
qualify for the exemptions in section 503A of the FDCA.

[2] On June g, 2016, FDA issued a final guidance titled, Interim Policy on Compounding Using Bulk Drug
Substances Under Section 5034 of the Federal Food, Drug, and Cosmetic Act. This guidance describes FDA’s
interim regulatory policy for State-licensed pharmacies, Federal facilities, and licensed physicians that

compound human drug products using bulk drug substances that do not otherwise meet the conditions of

section 503A(b)(1)(A)(i} while the 503A bulks list is being developed. Specifically, the guidance sets out the
conditions under which FDA does not intend to take action against a State-licensed pharmacy, Federal facility,

or licensed physician for compounding a drug product using a bulk drug substance that is not the subject of an
applicable USP or NF monograph or a component of an FDA-approved drug, until the substance is identified in

a final rule as included or not included on the 5034 bulks list. These conditions include that the substance may

be eligible for inclusion on the 5034 bulks list, was nominated with adequate support for FDA to evaluate it, and
has not been identified by FDA as a substance that appears to present significant safety risks pending further
evaluation. Dimethylaminoethanol bitartrate, indole~3-carbinol, L-carnosine, pimobendan, and saw palmetto
were nominated for inclusion on the 503A bulks list; however, they were not nominated with adequate support

for FDA to evaluate the substances. Calendula, comfrey, hydroxytryptophan, theanine, and turmerie were not
nominated for the 503A bulks list. For additional information, see the guidance at
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM469120.pdf
(http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM469120.pdf).

[3] Your ineligible drug produets are not exempted from the requirements of section 502(f)(1) of the FDCA by
regulations issued by the FDA (ses, e.g., 21 CFR 201.115).




[4] In this letter we do not address whether your proposed corrective actions would resolve the CGMP violations
noted above.
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Partell Pharmacy

5835 South Eastern Avenue
Suite 101

Las Vegas, NV

March 27, 2019

CDR Steven E. Porter, Jr.

Director, Division of Pharmaceutical Quality Operations IV
U.S. Food and Drug Administration

19701 Fairchild Road

Irvine, CA 92612

Reference#CMS 573455

Dear CDR Steven E. Porter, Jr.:

Partell Pharmacy no longer compounds any sterile products. At this time there are no future

plans to revisit sterile compounding.

The pharmacy does not and will not compound using the following bulk ingredients until a USP

monograph is available for each one:

L-Carnosine, Indole-3-carbinol, L-carnosine, pimobendan, saw palmetto, calendula, comfrey,

dimethylaminoethanol bitartrate, hydroxytryptophan, and theanine.

Sincerely,

Jeffrey S. Lang, Pharm D

Pharmacy Manager
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Robert A. Seik, CEO, Owner

One Way Drug, LLC dba Partell Specialty Pharmacy
5835 S. Eastern Ave. Ste 101

Las Vegas, NV 89119-3031

Dear Mr. Seik:

We are enclosing a copy of the Establishment Inspection Report (EIR) for the
inspections conducted at your facilities, One Way Drug, LLC dba Partell Specialty
Pharmacy, 5835 S. Eastern Ave. Ste 101, Las Vegas, NV 89119-3031, from February
26, 2018 to March 8, 2018, from November 18, 2019, to November 25, 2019; and One
Way Drug LLC, 8751 W. Charleston Blvd. Ste. 120, Las Vegas, NV 89117-5481, from
July 17, 2017 to July 19, 2017, by the U.S. Food and Drug Administration (FDA). In
addition, we are enclosing the letter sent to the Nevada State Board of Pharmacy for
follow up.

When the agency considers an inspection to be “closed” under 21 CFR 20.64(d)(3), it will
release a copy of the EIR to the inspected establishment.

The agency continually works to make its regulatory process and activities more
transparent for regulated industry. Releasing this EIR to you is part of this effort. The
copy being provided to you comprises the narrative portion of the report; it may reflect
redactions made by the agency in accordance with the Freedom of Information Act (FOIA)
and 21 CFR Part 20. This, however, does not preclude you from requesting and possibly
obtaining any additional information under FOIA.

If there is any question about the released information, please contact William V. Millar,
Compliance Officer, at (503) 671-9711 Ext. 30, or by email at william.millar@fda.hhs.gov..

Sincerely,

AN

CDR Steven E. Porter, Jr.
Director, Division of Pharmaceutical Quality Operations IV

SP:wm

Division of Pharmaceutical Quality Operations IV
19701 Fairchild Road, Irvine CA 92612-25006
Telephone: (949) 608-2900

Fax: (949) 608-4417

www fda gov
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FEI 3011769075, 3010839113
CMS WA 168903, 206036, 306483
Enclosure: EIR and State Referral Letter

Cc: Nevada State Board of Pharmacy (cover letter only)
Dave Wuest
Executive Secretary
985 Damonte Ranch Pkwy Ste 206
Reno, Nevada 89521
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Certificate of Completion
Presented to
Chris Peters, PharmD

ining

ing Tra

Compound

ique
at PCCA in Houston, Texas - October 23-25, 2019.

ic Techni

Attended Asept

Huvho. e

convey any CE hours.
- '?‘
\&i

This certificate does not

>

Keisha Lovoi, RPh
Compounding Training Consultant

Megag Jeffrey Liotta, MS
Quality and Regulatory Affairs
Director




RxSearch > MyRx > #yRzx History

Nevada

PRESCRIPTION
MONITORING
PROGRAM
-~ B§5-568-3767
MyRx Request
Advanced Optlons - REQUESTOR LAST NAME 50relle [:v ;r‘__ —‘—J
MyRx History
Prascriber Firat Name S PrescriberlastNome < Role < DEA & Date Requested S Status s
Jonathan Sorelig Physlcian (MD DO FS0121166 0B 13/2022 1020 AM
Jorathan Scrolis Physician (8D ©Q) F£S$0181366 0871372022 10 18 AM
Jonathan Scrclie Fhysician (MD DQ) FSD191166 08/1372022 10 14 AM
Jenathan Soralle Physician (MD DO) FS0191168 DBA3/2022 1D 13 AM
Jonathan Sarolie Physician (MD DO) FS01911656 09r23/2016 04 52 PM

22-027-CS-N.Sorelle.0068
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STATE LICENSE SERVICING
1751 Route 17A, Suite 3

v, Florida, NY 10921
S‘ s Tel. 845/544-2482
Fax. 845/544-2481

AIATE LIGERBE SERVIGING statelicenseservicing.com
Date: l,'a_l l‘{ ’202 i)
To: Nevada State Board of Pharmacy
Re: VistaPharm, Inc.

License # WH02256

Facility Address: 13701 66th Street North, Largo, FL 33771

Dear Sir/Madam:

Please be advised that I represent VistaPharm, Inc. as their Attorney-in-Fact for Iicelﬁli\ng purposes.

Please find enclosed a completed aprlication as well as check/money order # N
for your fee in the amount of $__{\)] I'k . As required, the following documents are also being
submitted:

® C\\aw ofF DR

If you have any questions or need any additional documentation, please contact our Compliance
Department at compliance@slsnysupport.com

Kind regards,

Jennifer Schneider
VP, Client Services



NEVADA STATE BOARD OF PHARMACY
985 Damonte Ranch Parkway, Suite 206 — Reno, NV 89521 — 775-850-1440

Designated Representative Application
Rev (05/12/2022)

An application for a license, or a licensee with a license, to conduct a pharmacy or to operate as a wholesaler shall
designate at least one natural person to serve as the representative of the pharmacy or wholesaler. The Board will not
issue or renew a license of an applicant or licensee that is required to designate a representative of a pharmacy or
wholesaler unless the Board determines that the designated natural person meets the following qualifications per NAC
639.5005 (Pharmacy) or NAC 639.5935 (Wholesaler):

1. |Isatleast 21 years of age;
2. Has been employed for at least 6,000 hours in a pharmacy or with a wholesaler in a capacity related to the
dispensing and distribution of, and recordkeeping related to, prescription drugs.

The designated representative of a pharmacy or a wholesaler:

1. Must be actively involved in and aware of the actual daily operations of the pharmacy or wholesaler;

2. Must be employed full-time in a managerial level position with the pharmacy or wholesaler;

3. Must be physically present at site of the pharmacy or at the facility of the wholesaler during regular business
hours, except when the absence of the representative is authorized, including sick leaves, vacation leaves and
other authorized absences; and

4. May serve in this representative capacity for only one pharmacy or wholesaler at a time

A pharmacy or wholesaler that is required to designate a natural person as its representative shall not open or operate
the pharmacy or wholesaler unless that representative is actually employed full-time in the operation of the pharmacy or
wholesaler and is physically present at the site of the pharmacy or wholesaler during regular working hours, not including
sick leave, vacation leave and other authorized absences from work. If the natural person designated as the representative
of a pharmacy leaves the employ of the pharmacy or wholesaler, thus leaving the pharmacy or wholesaler without a
representative in violation of this section, the pharmacy or wholesaler shall:

1. Immediately cease conducting business until another qualified natural person is approved by the Board to serve
as the representative of the pharmacy or wholesaler; and
2. Not later than 48 hours after that person leaves its employ, notify the Board that the person designated as the
representative of the pharmacy or wholesaler has left the employ of the pharmacy or wholesaler.

Before a pharmacy or wholesaler, that is in violation of NAC 639.5005 (Pharmacy) or NAC 639.5935 (Wholesaler) because

the natural person designated as the representative of the pharmacy or wholesaler left the employ of the pharmacy or

wholesaler, may continue conducting business:

1. The pharmacy or wholesaler must designate, on a form provided by the Board, a new natural person to serve as
the representative of the pharmacy; and

2. The Board must approve the natural person so designated.



NEVADA STATE BOARD OF PHARMACY
985 Damonte Ranch Parkway, Suite 206 — Reno, NV 89521 — 775-850-1440

Designated Representative Application
Rev (05/12/2022)

Section 1: Pharmacy/Wholesaler Information
Name of Pharmacy/Wholesaler VistaPharm, LLC

Pharmacy/Wholesaler License # (if applicable) WH02256
Physica| Address 13701 66th Street North

city Largo state FL Zip 33771

Mailing Address (if different from physical address) ¢/0 State License Servicing 1751 State Route 17A, Suite 3
City Florida State NY Zip 10921

Telephone (845) 544-2482 Website WWW.vistapharm.com

Licensing Company Email VLL@slIsny.com

Section 2: Personal Information
First Marcelino Middle Last Rodriguez Carrasquillo

Alias(es, nick

e oD
Date of Birth SSN or ITIN Sex EM O:F O

Mailing Address Grand Ave Apt Il
City Pinellas Park . W =

Telephonc Email MCrodriguez@paipharma.com

Are you a citizen of the United States? M Yes I No

Section 3: Military Service (NRS 622.120) Yes No

1. Have you ever served on active duty in the Armed Forces of the United States and separated from such service
under conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

v

2. Have you ever been assigned to duty for a minimum of 6 continuous years in the National Guard or a reserve ?
component of the Armed Forces of the United States and separated from such service under conditions other \f\
than dishonorable? (Mark “Yes” if discharged honorably.)

3. Have you ever served the Commissioned Corps of the United States Public Health Service or the Commissioned
Corps of the National Oceanic and Atmospheric Administration of the United States in the capacity of a X
commissioned officer while on active duty in defense of the United States and separated from such service under
conditions other than dishonorable? (Mark “Yes” if discharged honorably.)

Section 4: Federally Mandated Requirement (NRS 425.520, NRS 639.129) Yes No

1. Areyou the subject of a court order for the support of a child? (If “yes”, answer question 2.) %

2. Areyouin compliance with the order or the plan approved by the district attorney or other public agency
enforcing the order for the repayment of the amount owed pursuant to the order?

X

Designated Representative Application (Applicant’s Initials Mk ) 20f9




Section 5: List your high school and college experience beginning with the most current. (Use a separate piece of paper if
additional space is needed.)

School Name From - To (MM/YY - MM/YY)
University of Puerto Rico, Rio Piedras Campus 1984 - 1990
Address City Country State =p
6, 2526, 601 Av. Universidad San Juan Puerto Rico 00925
Diploma/Degree obtained, if any
BS Chemistry
m
\ose  Campeche 1980 - 1984
Address —_ g City Country State 2p
Ca l l(, Ewnn \lo —&U"l\/’iﬂo Sin Lorenz0)  Puerto Rico
Diploma/Degree obtained, if any ~J

High School Diploma

School Name From - To [MM/YY = MM/YY)

Address City State Zip

Diploma/Degree obtained, if any

ScholName - - = " : aud Fo-TM/— MM/YY)

Address City State Zip

Diploma/Degree obtained, if any

e - - T ————— = —

School Name

From - To (MM/YY - MM/YY

Address City State Zip

Diploma/Degree obtained, if any

Section 6: List all residences you have had for the last 10 years beginning with the most current. (Use a separate piece of paper
if additional space is needed.)

From - To (MM/YY =MM/YY) Address City State Zip
08/2021 - Present Grand Ave, Apt [} Pinellas Park FL 33782

From - To (MM/YY = MM/YY) City State Zip
02/2018 - 08/2021 ﬁManin Luther King St - St. Petersburg FL 33716

From - To (MM/YY — MM/YY) Address City Country State Zip
05/2004 - 02/2018 |Sabanera del Rio- Gurabo Puerto Rico

From - To (MM/YY = MM/YY) Addrass City State 2ip

From - To (MM/YY =MM/YY) | Address City State Zip

From - To (MM/YY = MM/YY) | Addrass City State Zip

From - To (MM/YY = MM/YY) | Address City State Zip

From - To (MM/YY —=MM/YY) | Address City State Zip

From - To (MM/YY =MM/YY) | Address City State Zip

From - To (MM/YY -=MM/YY) | Address City State Zip

Designated Representative Application (Applicant’s Initials M\K/ ) 30of9



Section 7: A designated representative must provide proof that he or she has been employed for at least 6,000 hours in
pharmacies (NAC 639.5005) or wholesalers (NAC 639.5935) in a capacity related to the dispensing and distribution of, and
record keeping related to, prescription drugs. Beginning with the most current, list your hours of employment related to the
above.

Business Name From - To (MM/YY = MM/YY)
VistaPharm, LLC 11/2022 - Present
Business Address City State Zip
13701 66th Street North Largo FL 33771
Phone Title Number of Employed Hours
(727) 530-1633 Site Quality Leader, Designated Representative ~ 40 hrs

Description of Duties
Ensure the implementation, management, and continuous improvement of the Quality Management System (QMS). Chair Quality Council reviews to identify, evaluate

and provide mitigation strategies for any compliance risks. Development and implementation of site's inspection readiness plans (e.g. FDA, DEA. Direct the activities of
the site’s quality team and support facility inspections. Responsible for interaction with third parties to include FDA audits and customer audits
Business Name From - To (MM/YY = MM/YY)

VistaPharm, Inc. 02/2018 - 11/2022
City State 2ip

Business Address

13701 66th Street North Largo FL 33771

Number of Employed Hours

Phone Title
(727) 530-1633 Director of Quality Control ~ 9,877 hrs

Description of Duties

Lead a team of managers and Scientists responsible for the coordination and test methods execution for Raw Materials, Finished products and Stability testing (team
of over 30 associates). Lead the implementation of Empower Il CDS, including the implementation of new HPLC and GC systems, assuring the required validation and
Quality systems were completed accordingly. Implementation of the QC Laboratory work center and daily huddle meetings

. Fru -T -—YI

Business Name

Business Address City State Zip

Phone Title MNumber of Employed Hours

Description of Duties

From - To (MM/YY = M

Business Name

Business Address City State Zip

Phone Title Number of Employed Hours

Description of Duties

From - TolMMlY‘r- MM] i

Business Name

Business Address City State Zip

Phone Title Number of Employed Hours

Description of Duties

i Continue on next page if additional space is needed. |

Designated Representative Application  (Applicant’s Initials if}'{\/ ) 40of9




ﬁess Name From - To (MM/YY = MM/YY)

Businwess City State Zip
Phone \ Title Number of Employed Hours

Description of Duties

From - To (MM/YY — MM/YY)

Business Address \ City State Zip

Phone M Title Mumber of Employed Hours

Business Name

Description of Duties

Business Name From - To (MM/YY — MM/YY)

Business Address \ City State Zip
Phone Title \ Number of Employed Hours

Description of Duties

Business Name

Business Address City \ State Zip
Phone Title \ Number of Employed Hours

Description of Duties

From - To (MM/YY — MM/YY)

Business Name To (MM/YY = MM/YY)

Business Address City State Zip

Phone Title Mumber of Emp1we3\%

Description of Duties

Make copies of this page OR use a separate piece of paper if additional space is needed.

Designated Representative Application  (Applicant’s Initials M\(&/] 50of9



Section 8: Arrests, Detentions, Litigations, Arbitrations. Yes No

1. Have you ever been convicted of, or entered, a plea of guilty, guilty by mentally ill or nolo contendere to any
criminal offense or civil violation, federal or state, for any reason whatsoever, regardless of the disposition of /
the event? (Except minor traffic citations.)

2. If you answered “yes” to question 1, was the offense or violation related to drugs, including prescription
drugs and/or controlled substances, the manufacturer or distribution of drugs or the practice of pharmacy?
N/A

3. Have you ever had a civil or criminal record expunged or sealed by a court order? /

4. Have you, as an individual, member or a company, partner, or owner, director or officer of a corporation,
ever been a party to a lawsuit as either a plaintiff or defendant (including any administrative proceedings /
before a licensing board) or of an arbitration as either a claimant or respondent? (Other than divorces.)

S. Has any general or limited partnership, company or limited liability company, business venture, sole
proprietorship or closely held corporation, corporation (while you were associated with it as an owner, \/
partner, member, officer, or director) been a party to a lawsuit (including any administrative proceedings
before a licensing board), arbitration or bankruptcy?

6. Have you or any general or limited partnership, company or limited liability company, business venture, sole
proprietorship or closely held corporation, corporation (while you were associated with it as an owner, /
partner, member, officer or director) ever appeared before any licensing agency or similar authority in or
outside the State of Nevada for any reason whatsoever (including any disciplinary or board citation)?

7. Have you ever been denied a personal license, permit, certificate or registration for a privileged,
occupational or professional activity? /

8. Has any general or limited partnership, company or limited liability company, business venture, sole
proprietorship or closely held corporation, corporation (while you were associated with it as an owner, /
partner member, officer or director) ever been refused a business license.

9. Have you or any general or limited partnership, company or limited liability company, business venture, sole
proprietorship or closely held corporation, corporation (while you were associated with it as an owner,

partner, member, officer, or director) ever surrendered a license, permit, certificate or registration relating /
to the pharmaceutical industry voluntarily or otherwise (other than upon voluntary closure of a
manufacturer).

10. Have you been diagnosed or treated for any mental iliness, including alcohol or substance abuse, or physical /

condition that would impair your ability to perform the essential functions of your license?

‘\-" ) 60f9
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Please use and make copies of this page (if necessary) to provide information regarding any questions, 1-10, you
have marked “YES” to in section 8 of the application. A signed statement of explanation for each event and a
copy of all documents that identify the circumstance or contain an order, agreement or other disposition for the

event must be provided.

This is in response to Question # . Provide all the following where applicable:
Date of Event/Arrest Disposition Date State City County
Case # Governing, licensing, Arresting Presiding Body/Agency/Court
Reason/Charge
Plaintiff/Defendant/Claimant/Respondent Lawsuit/Arbitration/Bankruptcy

Name of Business/Industry/Entity

Provide explanation below:

N/A N/A

Original Signature (electronic, copies or stamps not accepted) Date

Designated Representative Application (Applicant’s Initials M(\./ ) 70of9



1, Marcelino Rodriguez Carrasquillo , certify that as the designated representative for

VistaPharm, LLC

that | (initial that you have read and meet the following requirements) (NAC 639.5005, NAC 639.5935):

1, “'\L’ | am at least 21 years of age;
3. W \_ 1 have been employed for at least 6,000 hours in a pharmacy or with a wholesaler in a capacity
related to the dispensing and distribution of, and recordkeeping related to, prescription drugs.

4, WAW_ 1 will be actively involved in and aware of the actual daily operations of the pharmacy or wholesaler;
5, M\K/ | will be employed full-time in a managerial level position with the pharmacy or wholesaler;

6. VAN~ 1 will be physically present at site of the pharmacy or at the facility of the wholesaler during regular
business hours, except when the absence of the representative is authorized, including sick leaves, vacation
leaves and other authorized absences; and

7 M| will serve in this representative capacity for only one pharmacy or wholesaler at a time.

Marcelino Rodriguez Carrasquillo

Print Name (First, Last)

NM\W_ \l\——\ e \\L(C\v\\)*/ Tl

Original?ﬁg@tgre (electronic, copies or stamps not accepted) Date

M{k’ ) &of9
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| certify under penalty of perjury that the information contained in this application is accurate, true and complete
in all material respects. | understand that making any false representation in this application is a crime under
NRS 639.281. | understand that, pursuant to NRS 239.010, this entire application and any portion thereof is a
public record unless otherwise declared confidential by law, and will be considered by the Nevada State Board of
Pharmacy at a public meeting pursuant to NRS 241.020. In the event this application is approved | agree to
comply with all applicable federal and state statutes and regulations governing this license or registration and
understand that any violation may result in discipline.

Marcelino Rodriguez Carrasqillo

Print Name (First, Last)

\_)\X(L\\_A)\J b 12 brxem)?*—’*’ 7 7

Original Signature (electronic, copies or stamps not accepted) Date

Please have this section completed in the presence of a Notary Public.

State of - \U\h C\Cﬂ-— ~_, ss. County of _P-\\\e— \\ as

\"lQ(UE q.f\) ’R" ‘\\’?—.L CQW‘L ﬁ‘z\\\-’ being duly sworn, depose and say | have read the
foregomg application and knoW the contents Eﬁgreof that the statements contained herein are true and correct
and contain a full and true account of the information requested; that | executed this statement with the
knowledge that misrepresentation or failure to reveal information requested may be deemed sufficient cause for
denial or revocation of the license, registration, permit, certificate or certification for which I am applying for.

Bvra, Prao 13 buw\Lar’zuzt«

Originalwnature Marcelino Rodriguez Carrasgillo Date

Subscribed and Sworn to before me this _| il day of De cemboer

GA\W{ IV V VL

Notary Publlc #nature

AMY M. CRAVEN

3 Notary Public
State of Florida

= Commi HH235899

Expires 3/19/2026

(seal)

.J}""CE 19)
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Name

Darlene Lawson
Ryan Fennick
Michael Choe
Dustin Hirsh
Joseph McDonald
llirjana Amzovski
Crystal Isaacs
Kristina Wallace
Annie Chhay
Mariam Ayoub
Can Ergenekan
Helga Jorge
Derek Hendry
Amy Moore

Roman Kulchitskiy-Gust

David Joseph
Connor Aldridge
Hitesh Patel
Timothy Young
Connor Wilson
Doris Glasu
Adonis Ducre
Johanna Lopez
Yassmine Sianaki

Desiree Hamler

June 2023 Temporary Licenses since the last Board Meeting

License Type
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist
Pharmacist

Pharmacist




BOP B AOre 5 U
Date of Request Business Name License Number‘ New Locatioﬁ Address
2177 W Williams A
5/2/2023 Lincare Inc MP00297 fams e

Fallon, NV 89406






