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NOTICE TO RESPONDENT

You have the right to show the Nevada State Board of Pharmacy that your conduct, as alleged
above, complies with all lawful requirements. NRS 233B.127(3); NAC 639.968.

The Board has scheduled your hearing on this matter for Wednesday, January 17, 2024,
at 9:00 a.m. or soon thereafter. The hearing will occur at the at the Hilton Garden Inn Iocated
" at 7830 S. Las Vegas Blvd, Las Vegas, Nevada 89123.

Pursuant to NRS 241.033 and 241.034, please be advised that the hearing is a public meeting,
and the Board may, without further notice, take administrative action against you if the Board
determines that such administrative action is warranted after considering your character, alleged
misconduct, professional competernce, or physical or mental health. The Board at its discretion may go
into closed session to consider your character, alleged misconduct, professional competence, or
physical or mental health, Youn may attend any closed session, have an attorney or other representative
of your choosing present during any closed session, and present written evidence, provide testimony,
and present witnesses relating to your character, alleged misconduct, professional competence, or

physical or mental health during any closed session.
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FILED

JAN @ 82024
BEFORE THE NEVADA STATE BOARD OF PHARMACY
NEVADA STATE BOARD
OF PHARMACY
NEVADA STATE BOARD OF PHARMACY, Case Nos. 23-187-RPH-S
Petitioner,
V. MEMORANDUM OF
COSTS AND FEES
EFRAIN ARMENTA,
Certificate of Registration No. 19224,
Respondents.

Pursuant to NRS 622.400, the undersigned hereby submits the following itemized bill of
costs and reasonable attorney’s fees incurred by the Nevada State Board of Pharmacy in connection
with the investigation and prosecution of the above-entitled administrative action.

Investigation Time (Deputy Director Yenh Long)

Date(s) Description Hours Rate Amount
11/2023 Investigation 3.0 $83.50 $250.54
Subtotal (Investigation): $250.54

Attorney Time (Gustaf Vanderdonck)

Date(s) Description Hours Rate Amount
11/2023 Discussion, Review Report, 50 $49.52 $247.60
Review Statutes and Regulations,
Draft Order to Show Cause
Subtotal (Attorney Time) $247.60

Administrative Costs

Date(s) Description Amount
11/30/2023 Postage $8.53

Subtotal (Administrative Costs) $8.53




Total Costs and Fees: 5506.67

I, Gustaf Vanderdonck, affirm, to the best of my knowledge and belief, that the foregoing
is a true and correct statement of costs and reasonable attorney’s fees incurred by the Board in the
above-entitled action.

DATED this 9th day of January 2024.

/s/ Gustaf A. Vanderdonck
Assistant General Counsel

Nevada State Board of Pharmacy
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BEPORE THE NEVADA STATE BOARD OF PHARMACY JANO 9 2[]24‘
NEVADA STATE BOARD OF PHARMACY, Case No. 23-187-RPH-S
Petitioner,
V. DECLARATION OF SHIRLEY
HUNTING

EFRAIN ARMENTA, RPH,
Certificate of Registration No. 19224,

Respondent.

1, Shirley Hunting, hereby state the following:

1. Pursuant to NRS 53.045, I bave made this declaration at the request of Gustaf A.
Vanderdonck, Assistant General Counsel, for use in the above-entitled administrative action. I make
this declaration for the purpose of authenticating Exhibits 1-3, attached hereto.

2. I am employed by the Nevada Stat¢ Board of Pharmacy-(“Board”) as the supervisor of
its Board Coordinafion team. In that capacity, T provgdc administrative qupoﬁ to the Board arid the
Board’s staff, and I also serve as the Board's custodian of records.

3. Iam knowledgeable about the Board’s business processes and information systems as
théy pertain to the Ticensure and/or registration of persons who are snbject to the Board's regulatory
jusisdiction. I aim also familiar with the use and operation of the Board's data management system and
its procésses for serving and filing accrsations, citations and fines, notices of hearing, and related legal
-documents.

4, The Board maintains a searchable data management system thdt contains licénsing
information and records, including contact mformatlon, for the Board’s Ticensees and registrants.
Information and records are entered intothe §yst(=_,m {1_:_1, %gﬂ_;‘cgular course of the Board’s business at or
near the time by, or from information transmitted ];ji:':p;_rsqns with knowledge of such "informatmn ,
and/or the contents of such records, .

5. 'The Board also maintains an'Grilifie;portal throngh which the Board’s licensees and

registrants may obtain, resew, and/or upd

licensés and/or ‘egistrations. ‘This IT' system




generates o searchable record of all os-liné transactions and stores it in the database. T am familiar with
the operation of this system and the way in which the Board’s registrants and licensees may access, the
system’s portal to conduct business with the Board.

6. In addition to using the on-line portal, the Board’s licensees and registrants may use
email or regular mail to update their contact information on file with the Board.

1. I have searched the Board’s database for information concerning Efrain Armenta, RPH,
who holds Certificate of Registration No. 19224. As of Novernber 30, 2023, the contact information in
the database lists Mr. Armenta’s last-known address’as 3527 Venadis Street, North Las 'Vegas, NV
89030. .

8. As of November 30, 2023, I have been unable to locate any ‘motes or transactional
records in the Board’s IT syster to indicate that Efrdin Armeéntd, RPH, attempted .to update--their
contact information via the Board’s Aon—lin'e portal, via ‘email, or through other means of
communication.

g, Exhibit 1 is a true and correct copy of the Order to'Show Cause énd notige of hearing
for this case. Page 4 of Exhibit 1isa ceﬁiﬁcaté‘éf service that bears' my signature.

10.  The cerificate of service on Exhibit 1 accutately reflects that 6n Noveitiber 30, 2023, 1
mailéd copies of the associated Order to Show ‘Ca_y@sg}and nofice of hearing to Efrain Arménta, RPH,
at their last-known address on file with the Board. I hailed two copies to Mr.:Afmehta, ofie viaCertified
U.S. Mzl and another via Standard U:S. Mail. Both copies were received.

11.  Exhibit 28 a frug and correct.copy of USPS trackmg informatiop, and Ceriified Mail
delivery:slip.

12.  Exhibit 3 isa true and fcoﬁeét co‘liy of the “c"ftaﬁbn and fine order that was sexit'to Mr,

incasé no. 23-187-RPH-S,
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NOTICE TO RESPONDENT

You have the right to show the Nevada State Board of Pharmacy that your conduct, as alleged
above, complies with all lawful requirements. NRS 233B.127(3); NAC 639.968.

The Board has scheduled your hearing on this matter for Wednesday, January 17, 2024,
at 9:00 a.m. or soon thereafter. The hearing will occur at the at the Hilton Garden Inn located
at 7830 S. Las Vegas Blvd, Las Vegas, Nevada §9123.

Pursuant to NRS 241.033 and 241.034, please be advised that the hearing is a public meeting,
and the Board may, without further notice, take administrative action against you if the Board
determines that such administrative action is warranted after considering your character, alleged
misconduct, professional competence, or physical or mental health. The Board at its discretion may go
into closed session to comsider your character, alleged misconduct, professional competence, or
physical or mental health. You may attend any closed session, have an attorney or other representative
of your choosing present during any closed session, and present written evidence, provide testimony,
and present witnesses relating to your character, alleged misconduct, professional competence, or

physical or mental health during any closed session.
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FILED

JAN 1020
BETORE TEE NEVADA STATE BOARD OF PHARMACY NEVADASTATE BOARD
NEVADA STATE BOARD OF PHARMACY, Case No. 23-193-RFH-S
Peiitioner,
Y. DECLARATION OF SHIRLEY
HUNTING

JULIANA IZEVBIGIE, RPH,
Certificate of Regisiration No. 05672,

Respondent.

1, Shirley Hunting, hereby state the following:

1. Pursuant to NRS 53.045, I have made this declaration at the request of Gustaf A.
Vanderdonck, Assistant General Counsel, for use in the above-entitled administrative action. I make
this declaration for the purpose of authenticating Exhibits 1-3, attached hereto.

2. I am employed by the Nevada State Board of Pharmacy (“Board”) as the supervisor of
its Board Coordination team. In that capacity, I provide administrative support to the Board and the
Board's staff, and I also serve as the Board’s custodian of records.

3. I am knowledgeable about the Board’s business processes and information systems as
they pertain to the licensure and/or registration of persons who are subject to the Board’s regulatory
jurisdiction. I am also familiar with the use and operation of the Board’s data management system and
its processes for serving end filing accusations, notices of hearing, and related legal documents.

4. The Board maintains a searchable data management system that contains licensing
information and records, including contact information, for the Board’s licensees and registrants.
Information and records are entered into the system in the regular course of the Board’s business at or
near the time by, or from information transmitted by persons with knowledge of such information
and/or the contents of such records.

5. The Board also maintains an on-line portal through which the Board’s licensees and

registrants may obtain, renew, and/or update their licenses andfor registrations. This IT system

generates a searchable record of all on-line transactions and stores it in the database. I am familiar with
1




¥,

6. Iz zédiiion to using the ox-Hre pozial, the Board’s licensees azd registrants may use
email or reguler mall to npdate their coniact information on fite with the Boazd.

~—

7. I have searched the Board’s datebase for information concerning Juliana Izevbigie,
RPH, who holds Cextificaie of Regisiration No. 09672. As of November 30, 2023, the contact
information in the database lists Ms. Izevbigie’s last-known address as 8608 Copper Falls Atvenue, Las
Vegas, NV 89129,

&. As of November 30, 2023, I have been unable to locate any notes or transactional
records in the Board’s IT system to indicate that Ms. Izevbigie attempted to update f}er contact
information via the Board’s on-line portal, via email, or through other means of communication.

9. Exhibit 1 is a true and correct copy of the Order to Show Cause and noticc] of hearing
for this case. Page 4 of Exhibit 1 is a certificate of service that bears my signature.

10.  The certificate of service on Exhibit 1 accurately reflects that on November 30, 2023, I
mailed copies of the Order to Show Cause and notice of hearing to Juliana Izevbigie, RPH, at her last-
known address on file with the Board. I mailed two copies to Ms. Izevbigie, one via Certified U.S. Mail
and another via Standard U.S. Mail. Both copies were delivered.

11.  Exhibit 2 is a true and accurate copy of the Certified Mail envelope and USPS tracking
information for the letter sent via standard mail. Both mailing attempts are shown to have been
delivered.

12.  Exhibit 3 is a true and accurate copy of the citation and fine sent to Ms. Izevhigie on
June 30, 2023.
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NEVADA STATE B0ARD OF PHARMACY,
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FILED
JAN 10 2024

NEVADA STATE BO,
OF PHARMACYARD

Case No. 23-193-RPH-S

DECLARATION OF DARLENE NASES

JULTANA IZEVBIGIE, RPH,
Certificate of Registration No. 09672,

Respondent.

I, Darlene Nases, hereby state the following:

1. Pursuant to NRS 53.045, I have made this declaration at the request of Gustaf A.
Vanderdonck, Assistant General Counsel, for use in the above-entitled administrative action. I make
this declaration for the purpose of authenticating Exhibit 2, attached hereto.

2. I am employed by the Nevada State Board of Pharmacy (“Board”) as the supervisor of
its Board Coordination team. In that capacity, I provide administrative support to the Board and the
Board’s staff, and I also serve as the Board’s custodian of records.

3. I am knowledgeable about the Board’s business processes and information systems as
they pertain to the licensure and/or registration of persons who are subject to the Board’s regulatory
jurisdiction. I am also familiar with the use and operation of the Board’s data management system and
its processes for serving and filing accusations, notices of hearing, and related legal documents.

4. The Board maintains a searchable data management system that contains licensing
information and records, including contact information, for the Board’s licensees and registrants.
Information and records are entered into the system in the regular course of the Board’s business at or
near the time by, or from information transmitted by persons with knowledge of such information
and/or the contents of such records.

5. The Board also maintains an on-line portal through which the Board’s licensees and
registrants may obtain, renew, and/or update their licenses and/or registrations. This IT system

generates a searchable record of all on-line transactions and stores it in the database. I am familiar with

1
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Cnzoperntion ofinls svstenn and the wav In which the Bourd's registranis and licensees may access e
5ystany’s porial 10 congduct business with ihe Board.
6. In addition to using tre oxn-line porizl, the Board's licensees and registrants may use

exeil or regrler mail to update their contact information on file with the Board.

7. I have searched the Board’s database for information concerning Juliana Izevbigie,
RPH., who holds Certiificate of Registration No. 09672, As of December 14, 2023, the contact
information in the database lists Ms. Izevbigie’s last-known address as 8608 Copper Falls Avenue, Las
Vegas, NV 89129.

8. As of December 14, 2023, I have been unable to Iocate any notes or transactional records
in the Board’s IT system to indicate that Ms. Izevbigie attempted to update her contact information via
the Board’s on-line portal, via email, or through other means of communication.

9. Exhibit 4 is a true and correct copy of the twenty-one-day letter sent to Respondent in
this case.

10.  The address on Exhibit 2 accurately reflects that on December 14, 2023, I mailed a copy
of the associated twenty-one-day letter to Odette Erian, RPH, to her last-known address on file with
the Board. I mailed one copy to Ms. Erian via Certified U.S. Mail. USPS records show that it was
delivered.

I, Darlene Nases, declare under penalty of perjury that the foregoing is true and correct.

Executed this LQ_%__ day of _Jan Uﬂ%g 2024,

BPronlire [apos

Datiéne Nases
Assistant Board Coordinator
Nevada State Board of Pharmacy
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BEFORE THE NEVADA STATE BOARD OF PHARMACY

7

NEVADA STATE BOARD OF PHARMACY, Case No. 23-193-RPH-S

Petitioner,

v. MEMORANDUM OF
COSTS AND FEES

JULIANA IZEVBIGIE, RPH,
Certificate of Registration No. 09672,

Respondents.

Pursuant to NRS 622.400, the undersigned hereby submits the following itemized bill of
costs and reasonable attorney’s fees incurred by the Nevada State Board of Pharmacy in connection

with the investigation and prosecution of the above-entitled administrative action.

Investigation Time (Deputy Director Yenh Long}

Date(s) Description Hours Rate Amount
11/2023 Investigation 3.0 $83.50 $250.54
Subtotal (Investigation): $250.54

Attorney Time (Gustaf Vanderdonck)

Date(s) Description Hours Rate Amount
11/2023 Discussion, Review Report, 5.0 $49.52 $247.60
Review Statutes and Regulations,
Draft Order to Show Cause
Subtotal (Attorney Time) $247.60
Administrative Costs
Date(s) Description Amount
11/30/2023 Postage $8.53




Subtotal (Administrative Costs) 58.53

Total Costs and Fees: $506.67

I, Gustaf Vanderdonck, affirm, to the best of my knowledge and belief, that the foregoing
is a true and correct statement of costs and reasonable attorney’s fees incurred by the Board in the

above-entitled action.

DATED this 10th day of January 2024.

/s/ Gustaf A. Vanderdonck
Assistant General Counsel
Nevada State Board of Pharm
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NOTICE TO RESPONDENT

You have the right to show the Nevada State Board of Pharmacy that your conduct, as alleged
above, complies with all lawful requirements. NRS 233B.127(3); NAC 639.968.

The Board has scheduled your hearing on this matter for Wednesday, January 17, 2024,
at 9:00 2.m. or soon thereafter. The hearing will occur at the at the Hilton Garden Inn located
at 7830 S. Las Vegas Blvd, Las Vegas, Nevada 89123.

Pursuant to NRS 241.033 and 241.034, please be advised that the hearing is a public meeting,
and the Board may, without further notice, take administrative action against you if the Board
determines that such administrative action is warranted after considering your character, alleged
misconduct, professional competence, or physical or mental health. The Board at its discretion may go
into closed session to consider your character, alleged misconduct, professional competence, or
physical or mental health. You may attend any closed session, bave an attorney or other representative
of your choosing present during any closed session, and present written evidence, provide testimony,
and present witnesses relating to your éharacter, alleged misconduct, professional competence, or

physical or mental health during any closed session.
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JAN € 9 2024
BEFORE THE NEVADA STATE BOARD OF PHARMACY M
NEVADA STATE BOARD OF PHARMACY, Case Nos. 23-196-RPH-S
Petitioner,
V. MEMORANDUM OF
COSTS AND FEES
ODETTE ERIAN, RFH,
Certificate of Registration No. 16558,
Respondents.

Pursuant to NRS 622.400, the undersigned hereby submits the following itemized bill of
costs and reasonable attorney’s fees incurred by the Nevada State Board of Pharmacy in connection
with the investigation and prosecution of the above-entitled administrative action.

Investigation Time (Deputy Director Yenh Long)

Date(s) Description Hours Rate Amount
11/2023 Investigation 3.0 $83.50 $250.54
Subtotal (Investigation): | $250.54

Attorney Time (Gustaf Vanderdonck)

Date(s) Description Hours Rate Amount
11/2023 Discussion, Review Report, 50  $49.52 $247.60
Review Statutes and Regulations,
Draft Order to Show Cause
Subtotal (Attorney Time) $247.60

Administrative Costs

Date(s) Description Amount
11/30/2023 Postage $8.53

Subtotal (Administrative Costs) $8.53




Total Costs and Fees: $506.67

1, Gustaf Vanderdonck, affirm, to the best of my knowledge and belief, that the foregoing
is a true and correct statement of costs and reasonable attorney’s fees incurred by the Board in the

above-entitled action.

DATED this 9th day of Janmary 2024.

/s/ Gustaf A, Vanderdonck
Assistant General Counsel
Nevada State Board of Pharmacy



" FILED

BETORE THE NEVADA STATE BOARD OF PHARMACY JAN 1 0 2024

NEVADA STATE BOARD
OF PHARMAGY
NEVADA STATE BOARD OF PHARMACY, Case No. 23-196-RPH-S
Petitioner,
V. DECLARATION OF DARLENE NASES

ODETTE ERIAN, RPH,
Certificate of Registration No. 16558,

Respondent.

I, Darlene Nases, hereby state the following:

1. Pursuant to NRS 53.045, I have made this declaration at the request of Gustaf A.
Vanderdonck, Assistant General Counsel, for use in the above-entitled administrative action. I make
this declaration for the purpose of authenticating Exhibit 2, attached hereto.

2. I am employed by the Nevada State Board of Pharmacy (“Board”) as the supervisor of
its Board Coordination team. In that capacity, I provide administrative support to the Board and the
Board’s staff, and I also serve as the Board’s custodian of records.

3. I am knowledgeable about the Board’s business processes and information systems as
they pertain to the licensure and/or registration of persons who are subject to the Board’s regulatory
jurisdiction. I am also familiar with the use and operation of the Board’s data management system and
its processes for serving and filing accusations, notices of hearing, and related legal documents.

4. The Board maintains a searchable data management system that contains licensing
information and records, including contact information, for the Board’s licensees and registrants.
Information and records are entered into the system in the regular course of the Board’s business at or
near the time by, or from information transmitted by persons with knowledge of such information
and/or the contents of such records.

5. The Board also maintains an on-line portal through which the Board’s licensees and
registrants may obtain, renew, and/or update,their licenses and/or registrations. This IT system

generates a searchable record of all on-line transactions and stores it in the database. I am familiar with

1
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tize operation of this svstem and the wey in which the Board’s regisirents and licensees may access the
system’s postal to conduct business with the Boerd.

6. In addition to using the on-line porial, the Board’s licensees and registrants may use
email or regular mail to update their contact information on file with the Board.

7. I have searched the Board’s database for information concerning Odette Erian, RPH.,
who holds Certificate of Registration No. 16558. As of December 14, 2023, the contact information in
the database lists Ms. Erian’s last-known address as 867 Elmstone Place, Las Vegas, NV 89138,

8. As of December 14,2023, I have been unable to locate any notes or transactional records
in the Board’s IT system to indicate that Ms. Erian attempted to update her contact information via the
Board’s on-line portal, via email, or through other means of communication.

9. Exhibit 4 is a true and correct copy of the twenty-one-day letter sent to Respondent in
this case.

10.  The address on Exhibit 2 accurately reflects that on December 14, 2023, I mailed a copy
of the associated twenty-one-day letter to Odette Erian, RPH, to her last-known address on file with

the Board. I mailed one copy to Ms. Erian via Certified U.S. Mail. It was retumed as undeliverable.

I, Darlene Nases, declare under penalty of perjury that the foregoing is true and correct.

Executed this | D-fhday of 7)a nuavg 2024.
Datlefie Nases !

Assistant Board Coordinator
Nevada State Board of Pharmacy
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BEFORE THE NEVADA STATE BOARD OF PHARMACY
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NEVADA STATE BOARD OF PHARMACY, Case No. 23-196-RPH-S
Petitioner,
V. DECLARATION OF SHIRLEY
HUNTING
ODETTE ERIAN, RPH,
Certificate of Registration No. 16558,
" Respondent.

I, Shirley Hunting, hereby state the following:

1. Pursuant to NRS 53.045, 1 have made this declaration at the request of Gustaf A.
Vanderdonck, Assistant General Counsel, for use in the above-entitled administrative action. I make
this declaration for the purpose of authenticating Exhibits 1-3, attached hereto.

2. I am employed by the Nevada State Board of Pharmacy (“Board”) as the supervisor of
its Board Coordination team. In that capacity, I provide administrative support to the Board and the
Board’s staff, and I also serve as the Board’s custodian of records.

3. I am knowledgeable about the Board’s business processes and information systems as
they pertain to the licensure and/or registration of persons who are subject to the Board’s regulatory
jurisdiction. I am also familiar with the vse and operation of the Board’s data management system and
its processes for serving and filing accusations, notices of hearing, and related legal documents.

4, The Board maintains a searchable data management system that contains licensing
information and records, including contact information, for the Board’s licensees and registrants.
Information and records are entered into the system in the regular course of the Board’s business at or
near the time by, or from information transmitted by per.sons with knowledge of such information

and/or the contents of such records.
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segistrants imay obizin, recew, ead/or vpdate their Hcenses andfor registrations. This IT system
generales a seazcnasle record of 21l on-linetransactions and stozes it in the database, I am familiar with
the operation of this system and the way in which the Board’s registrasts and licensses may access the
system’s portal to conduct business with the Board.

6. In addition to using the on-line portal, the Board’s licensees and registrants may use
email or regular mail to npdate their contact information on file with the Board.

7. 1 have searched the Board’s database for information concerning Qdette Erian, RPH,
who holds Certificate of Registration No. 16558. As of November 29, 2023, the coatact information in
the database lists Ms. Erian’s last-known address as 867 Elmstone Place, Las Vegas, NV 89138.

8. As of November 29, 2023, I have been unable to locate any notes or transactional
records in the Board’s IT system to indicate that Ms. Erian attempted to update her contact information
via the Board’s on-line porial, via email, or through other means of communication.

9. Exhibit 1 is a true and correct copy of the accusation and notice of hearing for this case.
Page 4 of Exhibit 1 is a certificate of service that bears my signature.

10.  The certificate of service on Exhibit 1 accurately reflects that on November 29, 2023, I
mailed copies of the Order to Show Cause and notice of hearing to Odette Erian, RPH, at her last-
known address on file with the Board. I mailed two copies to Ms. Erian, one via Certified U.S. Mail
and another via Standard U.S. Mail. Both copies were returned as andeliverable.

11.  Exhibit 2 is a true and accurate copy of the returned Certified Mail envelope and USPS
tracking information for the letter sent via standard mail.

12.  Exhibit 3 is a true and accurate copy of the citation and fine sent to Ms. Erian on June

30, 2023,



1, Shirfey Horting, declare under penalty of perjury that the foregoing is true and correct,

Executed this [ Jﬂj\dm of e ‘5’;;‘1(/:‘4, atr 2024,

usm\%

Shirley Huntmfr
Board Coordmator and Custochan of Records
Nevada State Board of Pharmacy




5P



REFORE TOE NEVADA STATE BOARD OF PHARMIACY

NEVADA STATE BOARD OF PHARMACY, Case No. 20-157-CS-S
Petitioner,
v.
STIPULATION AND ORDER
PONCIA B. REED, APRN,
Certificate of Registration No. C823722,
Respondent.

J. David Wuest, in his official capacity as Executive Secretary of the Nevada State Board of
Pharmacy (“Board”), by and through its General Counsel, Peter K. Keegan, Esq., and Respondent
Poncia B. Reed, APRN (“Reed”), Certificate of Registration No. CS23722 HEREBY STIPULATE
AND AGREE AS FOLLOWS:

1. On or about September 28, 2023, Board Staff served Reed with the Notice of Intended
Action and Accusation (*Accusation™) on file in this matter together with the Statement to Respondent
and Notice of Hearing.

2. In lieu of filing an Answer, Reed submits this Stipulation and Order for the Board’s
consideration.

3. Reed is aware of the right to seek the advice of counsel in this matter prior to entering
this Stipulation.

4. Reed is aware of the right to a hearing on the matters alleged in the Accusation, the right
to reconsideration, the 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.

5. Conditioned on the acceptance of this Stipulation by the Board, and with the exception
of the right to challenge any determination that Reed has failed to comply with the provisions of this
Stipulation, Reed hereby freely and voluntarily waives the right to a hearing, reconsideration, appeal

and any and all other rights refated to this action that may be accorded by NRS Chapter 233B, Nevada




Administrative Procedure Act, NRS Chapter 622A, Administrative Procedure Before Certain
Regulatory Bodies, and NRS Chapter 639, Nevada Pharmacy Act.
JURISDICTION

6. The Board has personal jurisdiction over Respondent Poncia B. Reed, APRN, because
the violations alleged herein, weigh on Respondent’s character to hold a certificate of registration
issued by the Board pursuant to NRS 453.226, authorizing Respondent to write prescriptions for
controlled substances. Since September 9, 2015, Respondent has held a license to prescribe controlled
substances issued by the Board pursuant to NRS 453.226.

7. The Board has jurisdiction over the subject matter of this Accusation because the alleged
violations involve the dispensing of poisons, drugs, chemicals, and medicines. NRS 639.070.

FACTUAL ALLEGATIONS

8. On or about September 9, 2015, the Board issued Respondent a Certificate of
Registration to Dispense Controlled Substances, Certificate of Registration No. CS23722. This
registration authorizes Respondent to write prescriptions for controlled substances.

9. Respondent Poncia B. Reed, APRN, was employed at a medical practice called Priority
Medical Services LLC, located at 2655 South Rainbow Blvd., Suite 410, Las Vegas, NV 89146 at the
time of the events alleged herein.

10. On July 2, 2020, Smith’s Pharmacy #305, located at 3602 E. Bonanza Rd., Las Vegas,
NV 89110 faxed a complaint to the Board showing that they were receiving prescriptions with stamped
signatures from Respondent.

I1.  Between April 1, 2020, and July 20, 2020, Respondent wrote or authorized a total of
thirty-three (33) prescriptions for schedule II-controlled substances.

12. A sample of the schedule II-controlled substance prescriptions show that at least six (6)
of them included a stamped signature.

13.  Ina letter to Board Investigator Dena McClish, Respondent stated that she authorized

her medical assistant (“MA™) to use a signature stamp for her prescription.




APPLICABLE LAW

14.  The Board may suspend or revoke any registration if the holder or applicant is guilty of
unprofessional conduct or conduct contrary to the public interest. NRS 639.210(4).

15.  Unprofessional conduct includes, “performing any duties as the holder of a license
issued by the Board in an incompetent, unskillful or negligent manner.” NAC 639.945(1)(i).

16.  Only a practitioner holding a license to practice in this State may prescribe or write a
prescription unless they qualify as an exception. NRS 639.100(1); NRS 639.235(1).

17.  The Board may suspend or revoke any certificate, license, registration or permit if
the holder has violated, attempted to violate, assisted, or abetted in the violation, or conspired to
violate, or failed to report a violation, of any provision of Nevada law relating to prescription
drugs. See NRS 639.210(12).

18.  Each written prescription for a controlled substance must include the handwritten
signature of the prescribing practitioner in nonerasable ink. NAC 453.440(2).

19.  In lieu of a suspension or revocation, the Board may impose a fine of up to $10,000 for
each violation committed. NRS 639.255(1)(f) and (3).

COUNT ONE
Violation of State Law — Assisting in Unauthorized Prescribing

20.  Respondent’s authorization of use of her signature stamp by her MA on schedule 1I-
controlled substance prescriptions violated the requirements of NRS 639.100(1), NRS 639.235(1), and
NAC 453.440(2) which specify that only a licensed practitioner may write a prescription for a
controlled substance and that a written prescription must include the prescribing practitioner’s
handwritten signature. Therefore, Respondent is subject to discipline pursuant to NRS 639.210(12)

and/or NRS 639.255(1)(f) and (3).



COUNT TWO
Violation of State Law - Unprofessional Conduct

21.  Respondent’s authorization of use of her signature stamp by her MA on schedule II-
controlled substance prescriptions Respondent violated NAC 453.440(2) and performed her duties in
an incompetent, unskillful, or negligent manner, which constitutes unprofessional conduct in violation
of NRS 639.210(4) as defined by NAC 639.945(1)(i). Therefore, Respondent is subject to discipline
pursuant to. NRS 639.210(4) and NAC 639.945(1)(i); and/or NRS 639.255 and; and NAC 639.955.

CULPABILITY
(Respondent Reed)

22.  Reed admits the truth of each and every factual allegation in this Stipulation.
23.  Reed admits the truth of the alleged violations of law in this Stipulation.
DISCIPLINARY ORDER
24.  In consideration of the foregoing admissions and stipulations, and to save the time and
expense of litigating the alleged violations of law before the Board, the parties agree that the Board
may issue and enter the following Disciplinary Order:

A. Reed shall pay a fine of One Thousand Five Hundred Dollars ($1,500.00) for the
violations, by way of a single check, cashier’s check or certified 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 one hundred eighty (180) days of the effective date of the Board’s Order;
and

B. Reed shall pay Five Hundred Dollars ($500.00) to partially reimburse the Board for
recoverable attorney’s fees and costs incurred in investigating and prosecuting this
matter, by check, cashier’s check or certified check or money order made payable to
“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 the effective date of the Board’s Order.
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DECISION AND ORDER

The Nevada State Board of Pharmacy hereby adopts the foregoing Stipulation as its decision as
to Respondent Poncia B. Reed, APRN, Cettificate of Registration Nos. CS23722, in Case No. 20-157-

CS-8S and hereby orders that the terms of the foregoing Stipulation be made effective immediately upon

execution below.
IT IS SO ORDERED.
Entered this __ day of January 2024.

Helen Park, Pharm.D.
President
Nevada State Board of Pharmacy
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Exhibit 1






. 5. While engaged in overseas travel as alleged above, Respondcnt\ employed the following
methods of issuing prescriptions for controlled substances: 1) Respondent pre-signed certain of the
préscriptions and supplied then to persens under his supervision or control for subsequent distribution
to Tconsumezs; 2) Respondent authorized or directed one or more persons under his supervision or
coatrol to issue prescriptions to consumers by affixing Respondent’s signature to those prescriptions
vi%; a rubber stamp imprinted with Respondent’s signature; and 3) Respondent authorized or directed
oné or more persons under his supervision or coatrol to telephonically issue prescriptions for consumers
using Respondent’s name and controlled substances registration number.

i 6. During the periods described herein, Respondent failed to maintain patient treatment
charts and/or records from which a person could reasonably determine whether Respondent had a bona
fide therapeutic relationship with the persons to whom prescriptions for controlled substances were
iss:ued under Respondent’s name and controlled substances registration number.

‘ 1. Respondent caused, directed, or permitted one or more petsons under his supervision or

b
control to issue prescriptions for controlled substances even though such person(s) were not licensed

o; registered under state or federal law to prescribe controlled substances. Respondent knew or should
have known that such person(s) were not licensed or registered under state or federal law to prescribe
conirolled substances.

; 8. On or about March 9, 2020, the Nevada State Board of Medical Examiners disciplined
R!cspondent for malpractice and for failure to maintain proper medical records.

% 9. On or about September 7, 2022, Respondent was convicted pursuant to a plea agreement
of committing the offense of intentional failure to maintain adequate records, a gross misdemeanor
violation of NRS 422.510(1).

| 10.  Onor about September 7, 2022, Discovery Mind Center Ltd, (Discovery Mind Center),
a Nevada limited-liability company, was convicted pursuant to a plea agreement of submitting false

claims to defrand Medicaid, a felony violation of NRS 422.540; and of using the identifying

information of an older person for unlawful purposes, a felony violation of NRS 205.463.
}

2
i
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, 11. At the time of the offenses described above, Respondent owned, controlied, and/or
managed Discovery Mind Center. Respondent entered guilty pleas on behalf of Discovery Mind
Center.

12. On or about December 8, 2022, the Nevada State Board of Medical Examiners again
disciplined Respondent for failure to maintain proper medical records.

13.  On or about January 17, 2023, Respondent and Discovery Mind Center were sentenced
for the criminal offenses described above. Discovery Mind Center was ordered to pay $330,000 in
res;titution, and Respondent was sentenced to probation and ordered to pay $300,000 in costs and
penalties.

APPLICABLE LAW

14,  In Nevada, it is unlawful to dispense a controlled substance except as authorized by
NRS Chapter 453. See NRS 453.321(1)(a). “Dispense” is defined to include the act of prescribing a
controlled substance. See NRS 453.056.

; 15.  Every practitioner who prescribes controlled substances in Nevada must secure and
maintain a certificate of registration from the Board. NRS 453.226(1)(a); NRS 453.231(3). A
pfactitioner who fails to secure and maintain such a registration is subject to crimiral andfor civil
penalties for prescribing conirolled substances without a registration. See NRS 453.232; NRS 453.553;
NRS 453.5531.

; 16.  In addition to any criminal or civil penalties that may apply, the Board may revoke or
suspend the existing registration of any practitioner who has been guilty of unprofessional conduct or
conduct contrary to the public interest. See NRS 639.210(4).

' 17. A practitioner’s conduct is deemed unprofessional and contrary to the public interest if
the practitioner: 1) performs, without the required registration, any task or operation for which

registration is required; 2) performs his or her duties in an incompetent, unskillful, or negligent manner;

3) performs or engages in any frandulent or deceitful transaction; or, 4) prescribes a drug as a
H
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pre;‘scribing practitioner to a patient with whom the prescribing practitioner does not have a bona fide
therapeutic relationship. See NAC 639.945(1)(h)-(0).

z 18.  Additionally, the Board may revoke or suspend the registration of any practitioner who
has violated any provision of the Federal Food, Drug and. Cosmetic Act or any other federal law or
regulation relating to controlled substances, see NRS 639.210(11), or who has violated any Nevada
sta;:ute or regulation relating to drugs, the manufacture or distribution of drugs or the practice of
pharmacy, see NRS 639.210(12).

19.  Further, the Board may revoke or suspend the registration of any practitioner who has
been convicted of a crime involving moral turpitude, dishonesty or corruption. See NRS 639.210(7)(c).

20. In addition to or in Len of revoking or suspending a practitiomer’s certificate of
reg'istration due to any violation described herein, the Board may impose an administrative fine upon
such practitioner. The fine may not exceed $10,000 for each offense. See NRS 639.255(1)(f) and (3).

COUNT ONE
Failure to Comply with Federal Registration Requirements

21.  Between Febmary 28, 2017, and November 21, 2018, Respondent caused, directed, or
assisted one or more persons under his supervision or control to prescribed controlled substances in
Nevada without their having obtainegd a registration from the Drug Enforcement Division of the U.S.
Department of Justice. This constitutes a violation of federal law relating to controlled substances. See
21 U.S.C. 822(a)(2); 21 CE.R. § 1306.03(2)(1). It also constitntes a violation of NRS 639.210(11), an
offense for which the Board may impose administrative discipline.

COUNT TWO
Failure to Comply with State Registration Requnirements

22.  Between February 28, 2017, and November 21, 2018, Respondent caused, directed, or
assisted one or more persons under his supervision or control to prescribe controlled substances in
Nevada without thejr having obtained a registration from the Board. This violates state law relating to
c;JntroIIed substances. See NRS 453.321(1); NRS 453.226. It also constitutes a violation of NRS
639.210(12), an offense for which the Board may impose administrative discipline.

4

’ 0004




—dm mn —t

COUNT THREE
Participating in Deceitful Transactions

23.  Between February 28, 2017, and November 21, 2018, Respondent caused, directed, or
assisted one or more persons under his supervision or control to prescribe controlled substances in

Nevada.

:t 24,  Respondent engaged in the conduct described herein as part of ascheme to bill Medicaid
for services that Respondent did not provide. In this regard, Respondent used prescriptions to falsely
ddjcument patient visits that never occurred.

. 25. By cansing prescriptions to be issued in the manner described herein, Respondent
engaged in unprofessional conduct for which the Board may impose administrative discipline. See NRS

639.210(4); NAC 639.945(1)(h).

COUNT FOUR
Issuing Presigned Prescriptions

26.  Between February 28, 2017, and November 21, 2018, Respondent caused, directed, or

[,

1
i
assisted one or more persons under his supervision or control to prescribe controlled substances in

Nevada by supplying patients with written prescriptions that Respondent had signed or stamped in

advance of his overseas travel.

27. By causing prescriptions to be issued in the manner described herein, Respondent
violated NRS 639.2353 by issuing presigned prescriptions. This constitutes a violation of state law for
w?ﬁch the Board may impose administrative discipline. See NRS 639.210(12). Through his conduct,
Respondent has potentially subjected other persons to administrative discipline. See NAC 639.295(15).
(p:uhysician assistant is subject to discipline for supplying patients with presigned prescriptions).

{
i COUNT FIVE
x Issning Prescriptions from Unauthorized Locations

28.  Between May 18, 2022, and January 22, 2023, while located outside the United States,
Respondent caused prescriptions for controlled substances to be issued in his name and under his

controlled substances registration number.
1
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29, By engaging in the conduct described herein, Respondent prescribed controlled

substances from locations other than his office and/or a location properly registered with the Board.
b

This constitutes a violation of state law for which the Board may impose administrative discipline. See

NRS 453.226; NRS 639.210(12); NAC 453.130(3).

! COUNT SIX
' Performing Duties in an Incompetent, Unskillful, or Negligent Manner

30. Respondent failed to maintain patient charts and records from which the Board and/or
a member of the Board’s staff could reasonably ascertain whether Respondent maintained bona fide
therapeutic relationships with the persons to whom prescriptions for controlled substances were issued
between May 18, 2022, and January 22, 2023. Pursuant to NRS 453.246 and NAC 639.945(1)(0),
Respondent had a legal duty to maintain such records.

l 31. By failing to maintain records as required by NRS 453.246 and NAC 639.945(1)(0),
Rc%pondent violated state law relating to controlled substances and/or performed his duties in an
incfompctcnt, unskillful and/or negligent manner, This is conduct for which the Board may impose
administrative discipline. See NRS 639.210(4) and (12); NAC 639.945(1)(i).

32. By subjecting persons under his supervision or control to potential disciplinary action,
Rejspoudcnt performed his duties in an incompetent, unskillful and/or negligent manner. This too is
conduct for which the Board may impose administrative discipline. See NRS 639.210(4); NAC
63;.945(1)(i).

COUNT SEVEN
Conviction of Crime Involving Dishonesty

33,  As described herein, Respondent was convicted of a crime involving dishonesty.

e e by r—— —

Respondent’s conviction for intentional failure to maintain adequate records, a gross misdemeanor,
was directly related to a fraudulent billing scheme involving Discovery Mind Center. The Board may
irripose administrative discipline based upon that conviction because the underlying offense involved

dishonesty. See NRS 639.210(7)(c).
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NOTICE TO RESPONDENT
You have the right to show the Nevada State Board of Pharmacy that your conduct, as alleged

t

above, complies with all lawful requirements. NRS 233B.127(3). You have the right to a hearing before
thf% Board to answer the Notice of Intended Action and Accusation and present evidence and argument
on,all issues involved, either personally or through counsel. NRS 2338.121; NRS 233B.127(3); NRS
62j2A.300( 1) and (3). The hearing shall be conducted pursnant to NRS 639.241 through NRS 639.258.
To% be entitled to a hearing, you must complete and file two (2) copies of the Answer and Notice of
Defense served herewith, to be received by the Board’s Reno office located at 985 Damonte Ranch
Parkway — Suite 206, Reno, Nevada 89521, within twenty (20) days of your receipt of this Notice of
Intianded Action and Accusation. NRS 622A.320; NRS 639.243. Your failure to timely file an Answer
and Notice of Defense constitutes an admission of the charges and waiver of the right to a hearing.
Nl:{S 639.244. If you fail to appear at the hearing and the Board finds that you were given sufficient
legal notice of the hearing, the Board may accept the allegations as true and may proceed to consider
thé case and render a decision. NRS 622A.350. A regulatory body may recover from a person
rez:.sonable attorney’s fees and costs that are incurred by the regulatory body as a part of its
imflestigative, administrative, and disciplinary proceedings against the person if the regulatory body
fin‘ds that the person has viclated any provision of this title. NRS 622.400(1).
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‘ BEFORE THE NEVADA STATE BOARD OF PHARMACY
NEVADA STATE BOARD OF PHARMACY, CASE NO. 19-013-CS-S

Petitioner,
\A
ATIHE O o
Certificate of Registration No. CS10935, AND NOTICE OF HEARING
; Respondent.

TO THE RESPONDENT ABOVE-NAMED: PLEASE TAKE NOTICE THAT:

1. Pursuant to the anthority and jurisdiction conferred upon the Nevada State Board
of Pharmacy (Board) by NRS 639.241 to NRS 639.2576, inclusive, and NRS chapter 233B and
622A, a Notice of Intended Action and Accusation has been filed with the Board by the
PeFilioncr, J. David Wuest, Executive Secretary for the Board, alleging grounds for imposition of
disciplinary action by the Board against you, as is more fully explained and set forth in the
Notice of Intended Action and Accusation served herewith and hereby incorporated reference
herein.

) You have the right to show the Nevada State Boasd of Pharmacy that your
co;lduct, as alleged above, complies with all lawful requirements. NRS 233B.127(3). You have
the right to a hearing before the Board to answer the Notice of Intended Action and Accusation
and present evidence and argument on all issues involved, either personally or through counsel.
NRS 233B.121; NRS 233B.127(3); NRS 622A.300(1) and (3); NRS 639.241. To do so, you
must complete and file two (2) copies of the Answer and Notice of Defense served herewith, to
be received by the Board’s Reno office located at 985 Dameonte Ranch Parkway — Suite 206,
Reno, Nevada 89521, within twenty (20) days of your receipt of this Statement and Notice, and
of the Notice of Intended Action and Accusation served within. NRS 622A.320; NRS 639.243.

3. The Board has scheduled your hearing on this matter for
Wednesday, October 11, 2023, at 9:00 AM PST or soon thereafter at the
following location:

% Hilton Garden Inn Las Vegas Strip South

7830 S. Las Vegas Blvd
Las Vegas, NV 89123

1
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BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY, CASE NO. 19-013-CS-S

x Petitioner,

; vl

: ANSWER AND NOTICE
MATTHEW OKEKE, MD, OF DEFENSE

Certificate of Registration No. C510935,

Respondent.

i Respondent above named, in answer to the Notice of Intended Action and Accusation
filed in the above-entitled matter before the Nevada State Board of Pharmacy, declares:

: 1. That his/her objection to the Notice of Intended Action and Accusation as being
inc;o_mplete or failing to state clearly the charges against him/her, is hereby interposed on the

following grounds: (State specific objections or insert "none™).

- o —t
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2. That, in answer to the Notice of Intended Action and Accusation, he/she admits,

denies and alleges as follows:
|

— - [

i all facts therein stated, are true and correct to the best of my knowledge.
' t

' DATED this day of ,2023.
]
I
|
E
5 ;’ MATTHEW OKEKE, MD,
! 2
|
' 0012 ‘

|
t
]
]
. i _ _
' 1 hicreby declare, under penalty of perjury, that the foregoing Answer and Notice of Defense, and






















5. While engaged in overseas travel as alleged above, Respondent employed the following
methods of issuing prescriptions for controlled substances: 1) Respondent pre-signed certain of the
prescriptions and supplied then to persons under his supervision or control for subsequent distribution
to consumers; 2) Respondent authorized or directed one or more persons under his supervision or
cojntrol to issue prescriptions to consumers by affixing Respondent’s signaturc to those prescriptions
vié a rubber stamp imprinted with Respondent’s signature; and 3) Respondent authorized or directed
one or more persons under his supervision or control to telephonically issue prescriptions for consumers
us;ng Respondent’s name and controlled substances registration number.

t 6. During the periods described herein, Respondent intentionally failed to maintain patient
treatment charts and/or records from which a person could reasonably determine whether Respondent
hacl a bona fide therapentic relationship with the persons to whom prescriptions for controlled
substances were issued under Respondent’s name and controlled substances registration number.

; 7. Respondent caused, directed, or permitted one or more persons under his supervision or
cc;ntrol to issue prescriptions for controlled substances even though such person(s) were not licensed
or registered under state or federal law to prescribe controlled substances. Respondent knew or should
have known that such person(s) were not licensed or registered under state or federal law to prescribe
controlled substances.

: 8. On or about March 9, 2020, the Nevada State Board of Medical Examiners disciplined
Respondent for malpractice and for failure to maintain proper medical records.

9. On or about September 7, 2022, Respondent entered a guilty plea pursuant to a plea
agreement of committing the offense of intentional failure to maintain adequate records, a gross
misdemeanor violation of NRS 422.510(1).

10.  On or about September 7, 2022, Discovery Mind Center Ltd. (Discovery Mind Center),
aj Nevada limited-liability company, entered a guilty plea pursuant o a plea agreement of submitting
false claims to defraud Medicaid, a felony violation of NRS 422.540; and of using the identifying

information of an older person for unlawful purposes, a felony violation of NRS 205.463.

2
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11. At the time of the offenses described in paragraph 10 above, Respondent owned,
controlled, and/or managed Discovery Mind Center. Respondent entered guilty pleas on behalf of
Discovery Mind Center.

! 12. On or abont December 8, 2022, the Nevada State Board of Medical Examiners
disciplined Respondent for failure to maintain proper medical records.

; 13.  On or about January 17, 2023, Respondent and Discovery Mind Center were sentenced
fojr the criminal offenses described in paragraph 10 above. Discovery Mind Center was ordered to pay
$330,000 in restitution, and Respondent was sentenced to probation and ordered to pay $300,000 in
costs and penalties.

14.  On or about February 21, 2023, Matthew Okeke, M.D., Ltd., a Nevada limited-liability
company, was convicted pursuant to a plea agreement of one count of submitting false claims:
Medicaid frand, a category D felony in violation of NRS 422.540(1)(2) and NR3 422.540(2)(a), and
one count of obtaining and using personal identifying information of an older person for unlawful
pl;nposes, a category D felony in violation of NRS 205.463(1) and NRS 205.463(3)(a).

i

| 15. At the time of the offenses described in paragraph 14 above, Respondent owned,
controlled, and/or managed Matthew Okeke, M.D., Ltd., a Nevada limited-liability company.
Respondent entered guilty pleas on behaif of the company.

16. On or about February 21, 2023, Matthew Okeke, M.D., Ltd,, a Nevada limited-liability
company, was sentenced for the offenses described in paragraph 14 above. The company was ordered
toj pay a fine of $100,000, among other fees and assessments.

| 17.  Respondent was charged individually with the offenses described in paragraphs 9, 10,
a1j1d 14 above. However, Respondent entered into plea agreements whereby he avoided individual
cc?mvictions for all offenses except the gross misdemeanor offense described in paragraph 9 above.

: 18. On or about October 25, 2022, Respondent submitted to the Board his application to

renew his certificate of registration to prescribe controlled substances. The application specifically

directed Respondent to disclose any charges, amests, or convictions. Respondent disclosed the

3

0020




i
3

conviction described in paragraph 9 above, refeiring to it as a “misdemeanor for record keeping,” but

he'did not disclose the individual charges and/or arrests related to the felony fraud charges mentioned
in paragraphs 10 and 14 above.

, APPLICABLE LAW
!
! 19. In Nevada, it is unlawful to dispense a controlled substance except as authorized by

i
NRS Chapter 453. See NRS 453.321(1)(a). “Dispense” is defined to include the act of prescribing a
cc;ntrollcd substance. See NRS 453.056.

| 20.  Every practitioner who prescribes controlled substances in Nevada must secure and
maintain a certificate of registration from the Board. NRS 453.226(1)(a); NRS 453.231(3). A
practitioner who fails to secure and maintain such a registration is subject to criminal andfor civil

penalties for prescribing controlled substances without a registration. See NRS 453.232; NRS 453.553;
NRS 453.5531.

21.  In addition to any criminal or civil penalties that may apply, the Board may revoke or
suspend the existing registration of any practitioner who has been guilty of unprofessional conduct or
conduct conirary to the public interest, See NRS 639.210(4).

i
’ 22, A practitioner’s conduct is deemed unprofessional and contrary to the public interest if

{
the practitioner: 1) performs, without the required registration, any task or operation for which
registration is required; 2) performs his or her duties in an incompetent, unskillful, or negligent manner;
35 performs or engages in any fraudulent or deceitful tramsaction; or, 4) prescribes a drug as a
pFescﬂbing practitioner to.a patient with whom the prescribing practitioner does not have a bona fide
tlllcrapeutic relationship. See NAC 639.945(1)(h)-(0).

: 23.  Additionally, the Board may revoke or suspend the registration of any practitioner who
has violated any provision of the Federal Food, Drug and Cosmetic Act or any other federal law or
régulat.ion relating to controlled substances, see NRS 639.210(11), or who has violated any Nevada
si;atute or regulation relating to drugs, the manufacture or distribution of drugs or the practice of

piharmacy, see NRS 639.210(12).

1
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24.  Further, the Board may revoke or suspend the registration of any practitioner who has

been convicted of a crime involving moral turpitnde, dishonesty or corruption. See NRS 639.210(7)(c).

.25,  Finally, the Board may revoke or suspend the registration of any practitioner who “[h]as
willfully made to the Board or its authorized representative any false statement which is material to the
administration or enforcement of any of the provisions of [NRS chapter 639].” See NRS 639.210(9).

26. In addition to or in lien of revoking or suspending a practitioner’s certificate of
registration due to any violation described herein, the Board may impose an administrative fine upon
su.ch practitioner. The fine may not exceed $10,000 for each offense. See NRS 639.255(1)(f) and (3).

COUNT ONE

Failure to Comply with Federal Registration Requirements

i 27.  Between February 28, 2017, and November 21, 2018, Respondent caused, directed, or

asjsisted one or more persons under his supervision or control to prescribed controlled substances in
ﬁevada without their having obtained a registration from the Drug Enforcement Division of the U.S.
ﬁepartment of Justice. This constitutes a violation of federal law relating to controlled substances. See
21 U.S.C. 822(2)(2); 21 C.F.R. § 1306.03(2)(1). It also constitutes a violation of NRS 639.210(1 1), an
offense for which the Board may impose administrative discipline.

COUNT TWO
i Failare to Comply with State Registration Requirements

28. Between February 28, 2017, and November 21, 2018, Respondent caused, directed, or

a:ssisted one or more persons under his supervision or control to prescribe controlled substances in
Nevada without their having obtained a registration from the Board. This violates state law relating to
czontrolled substances. See NRS 453.321(1); NRS 453.226. It also constitutes a violation of NRS
639.210(12), an offense for which the Board may impose administrative discipline.

B T T r———
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| COUNT THREE
Participating in Deceitful Transactions

29.  Retween February 28, 2017, and November 21, 2018, Respondent caused, directed, or

———

i
assisted one or more persons under his supervision or control to prescribe controlled substances in

Névada.

30.  Respondent engaged in the conduct described herein as part of a scheme to bill Medicaid
for services that Respondent did not provide. In this regard, Respondent used prescriptions to falsely
document patient visits that never occusred.

1

’ 31. By causing prescriptions to be issued in the manner described herein, Respondent
{

engaged in unprofessional conduct for which the Board may impose administrative discipline. See NRS
i

6?9.210(4); NAC 639.945(1)(h).

COUNT FOUR
Issuing Pre-signed Prescriptions

5

;

¢ 32.  Between Febrnary 28, 2017, and November 21, 2018, Respondent caused, directed, or
assisted one or more persons under his supervision or control to prescribe controlled substances in
Nevada by supplying patients with written prescriptions that Respondent had signed or stamped in
advance of his overseas travel.

33, By causing prescriptions to be issued in the ‘manner described herein, Respondent
violated NRS 639.2353 by issuing pre-signed prescriptions. This constitutes a violation of state law for
which the Board may impose administrative discipline. See NRS 639.210(12). Through his conduct,
Respondent has potentially subjected other persons to administrative discipline. See NAC 639.295(15).

f

(a physician assistant is subject to discipline for supplying patients with pre-signed prescriptions).

COUNT FIVE
Issuing Prescriptions from Unauthorized Locations

34.  Between May 18, 2022, and January 22, 2023, while located outside the United States,
Respondent caused prescriptions for controlled substances to be issued in his name and under his

controlled substances registration number.

i 6
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. 35. By engaging in the conduct described herein, Respondent prescribed controlled
substances from locations other than his office and/or a location properly registered with the Board.
TI{is constitutes a violation of state law for which the Board may impose administrative discipline. See
NRS 453.226; NRS 639.210(12); NAC 453.130(3).

‘ COUNT SIX
Performing Duties in an Incompetent, Unskillful, or Negligent Manner

| 36.  Respondent failed to maintain patient charts and records from which the Board and/or
a ;nember of the Board’s staff could reasonably ascertain whether Respondent maintained bona fide
therapeutic relationships with the persons to whom prescriptions for controlled substances were issued
beitween May 18, 2022, and January 22, 2023. Pursuant to NRS 453.246 and NAC 639.945(1)(0),
Rt';spondent had a legal duty to maintain such records.

37. By failing to maintain records as required by NRS 453.246 and NAC 639.945(1)(0),
Riaspondent violated state law relating to controlled substances and/or performed his duties in an
incompetent, unskillful and/or negligent manner. This is conduct for which the Board may impose
administrative discipline. See NRS 639.210(4) and (12); NAC 639.945(1)(i).

38. By subjecting persons under his supervision or control to potential disciplinary action,
Respondent performed his duties in an incompetent, unskiliful and/or negligent manner. This too is
conduct for which the Board may impose administrative discipline. See NRS 639.210(4); NAC
639.945(1)(0).

COUNT SEVEN
: Failure to Establish Bona Fide Patient Relationships

5 39, Between February 28, 2017, and November 21, 2018, Respondent caused, directed, or
assisted one or more persons under his supervision or control to prescribe controlled substances for
persons whom Respondent identified as his patients. Respondent did not establish bona fide therapeutic
rélationship with one or more of these ostensible patients.

40,  Respondent’s conduct as described above constitutes unprofessional conduct for which

the Board may impose administrative discipline. See NRS 639.210(4); NAC 639.945(1)(0).

7




COUNT EIGHT
Conviction of Crime Involving Dishonesty

% 41. As described above, Respondent was convicted of intentional failure to maintain
adequate records, a gross misdemeanor.

! 42.  Respondent’s conviction for intentional failure to maintain adequate records, a gross
mi:sdcmeanor, was directly related to a fraudulent billing scheme involving the Discovery Mind Center
and Matthew Okeke, M.D., Ltd., both limited-liability companies under the ownership and control of
Rc?spondent.

i 43.  Respondent’s conviction for intentional failure to maintain adequate records, a gross

misdemeanor, amounted to a conviction for a crime involving dishonesty. The Board may impose

ac!ministrative discipline based npon that conviction. See NRS 639.210(7)(c).

COUNT NINE
' Willfully Making False Statements in Connection with Remewal Application

; 44,  As alleged above, on or about October 25, 2022, Respondent submitted to the Board
his application to renew his certificate of registration to prescribe controlled substances. On the
aéplication, Respondent falsely represented that he had never been charged with or arrested for a
cﬁminﬂ offense other than a misdemeanor offense related to record keeping. When he made this
representation, Respondent had recently been charged with and/or arrested for multiple felony
o%‘fcnses related to a scheme to defraud Medicaid.

45.  'When he made the above false representation, Respondent knew that he had recently
been charged with and/or arrested for multiple felony offenses related to a scheme to defraud
Medicaid.

46.  Respondent's false statement was material to the Board’s determination whether to

3

renew Respondent’s certificate of regisiration to prescribe controlled substances.
|
T

47.  Having willfully made a false representation as alleged above, Respondent is subject
to discipline pursuant to NRS 639.210(9).

h
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‘ NOTICE TO RESPONDENT
Yon have the right to show the Nevada State Board of Pharmacy that your conduct, as alleged

above, complies with all lawful requirements. NRS 233B.127(3). You have the rightto a hearing before
th%: Board to answer the First Amended Notice of Intended Action and Accusation and present evidence
arid argnment on all issues involved, either personally or throngh counsel. NRS 233B.121; NRS
23{3B.127(3); NRS 622A.300(1) and (3). The hearing shall be conducted pursuant to NRS 639.241
through NRS 639.258. To be entitled to a hearing, you must complete and file two (2) copies of the
Answer and Notice of Defense served herewith, to be received by the Board’s Reno office located at
98!5 Damonte Ranch Parkway — Snite 206, Reno, Nevada 89521, within twenty (20) days of your
rchipt of this First Amended Notice of Intended Action and Accusation. NRS 622A.320; NRS
63:9.243. Your failure to timely file an Answer and Notice of Defense constitutes an admission of the
ctilarges and waiver of the right to a hearing. NRS 639.244. If you fail to appear at the hearing and the
B?ard finds that you were given sufficient legal notice of the hearing, the Board may accept the
allegations as true and may proceed to consider the case and render a decision. NRS 622A.350. A
regulatory body may recover from a person reasonable attorney’s fees and costs that are incurred by
ti:lle regulatory body as a part of its investigative, administrative, and disciplinary proceedings against
the person if the regulatory body finds that the person has violated any provision of this title. NRS
622.400(1).

t
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' BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY, CASE NO. 19-013-CS-S
; Petitioner,
! V.
MATTHEW OKEKE, MD, STATEMENT TO
Certificate of Registration No. CS10935 THE RESPONDENT
| ) ’ AND NOTICE OF HEARING
Respondent.

TO THE RESPONDENT ABOVE-NAMED: PLEASE TAKE NOTICE THAT:

; 1. Pursuant to the anthority and jurisdiction conferred upon the Nevada State Board
of Pharmacy (Board) by NRS 639.241 to NRS 639.2576, inclusive, and NRS chapter 233B and
622A, a First Amended Notice of Intended Action and Accusation has been filed with the Board
b)? the Petitioner, J. David Wuest, Execntive Secretary for the Board, alleging grounds for
imposition of disciplinary action by the Board against you, as is more fully explained and set
forth in the First Amended Notice of Intended Action and Accusation served herewith and
hereby incorporated reference herein.

2. You have the right to show the Nevada State Board of Pharmacy that your
conduct, as alleged above, complies with all lawful requirements. NRS 233B.127(3). You have
the right to a hearing before the Board to answer {hc First Amended Notice of Intended Action
ﬂ.!;d Accusation and present evidence and argument on all issues involved, either personally or
through counsel. NRS 233B.121; NRS 233B.127(3); NRS 622A.300(1) and (3); NRS 639.241.
To do so, you must complete and file two (2) copies of the Answer and Notice of Defense served
hti:rewith, to be received by the Board’s Reno office located at 985 Damonte Ranch Patkway —
Snite 206, Reno, Nevada 89521, within twenty (20) days of your receipt of this Statement and
ﬁoﬁcc, and of the First Amended Notice of Intended Action and Accusation served within. NRS
622A.320; NRS 639.243.

3. The Board has rescheduled your hearing on this matter for Wednesday,

December 6, 2023, at 9:00 AM PST or soon thereafter at the following location:

Hilton Garden Inn Las Vegas Strip South
7830 S. Las Vegas Blvd
Las Vegas, NV 89123

o vt
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BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMAUCY, CASE NO. 19-013-CS-S
|
i Petitioner,
V.
i ANSWER AND NOTICE
MATTHEW OKEKE, MD, OF DEFENSE

Certificate of Registration No. CS$10935,

Respondent.

Respondent above named, in answer to the First Amended Notice of Intended Action

e e |- e e

and Accusation filed in the above-entitled matter before the Nevada State Board of Pharmacy,
declares:

5 1. That his/her objection to the First Amended Notice of Intended Action and Accusation
as: being incomplete or failing to state clearly the charges against him/her, is hereby interposed
013‘1 the following grounds: (State specific objections or insert "none").

t

»

o A ——

0030

e e




i

i 2, That, in answer to the First Amended Notice of Intended Action and Accusation,
he/she admits, denies and alleges as follows:

e o e

i e

B T T

w wwm i e

I hereby declare, under penalty of perjury, that the foregoing Answer and Notice of Defense, and
all facts therein stated, are true and correct to the best of my knowledge.

DATED this day of , 2023.

MATTHEW OKEKE, MD
2
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Exhibit 2






























for filing an answer and notice of defense, along with a postponement of the hearing as
currently scheduled for October 11. With your permission, | will postpone the

hearing. Regarding the answer and notice of defense, | will extend that time frame as
well. Once we have spoken, we can pin down a date certain for the answer and/or the
hearing. |look forward to your call.

Gregory L. Zuninc

Senior General Counsel

Nevada State Board of Pharmacy
(775) 850-1440, ext. 124
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ELECTRONICALLY SERVED

1/20/2023 3:11 PM )
Electronically Filed

01/20/2023 3:07 PM_

JOC CLERK OF THE COURT

AARON D. FORD
Attorney General

Behnaz Salimian Molina (Bar. No. 13752)
Senior Deputy Attorney General

State of Nevada

Office of the Attorney General

5175 South Durango Drive

Las Vegas, NV 89113

(702) 486-3420 (phone)

(702) 486-0460 (fax)

BMolina@ag.nv.gov

Attorneys for State of Nevada

DISTRICT COURT
CLARK COUNTY, NEVADA
THE STATE OF NEVADA,
Plaintiff,

Case No. C-22-364634-2

Dept. No. 17
vs.

MATTHEW OBIM OKEKE
(aka MATTHEW O OKEKE,
aka MICHAEL OKEKE),

ID #6021122,

Defendant.

| JUDGMENT OF CONVICTION

WHEREAS, on the 8th day of September 2022, Defendant MATTHEW OBIM
OKEKE, pleaded guilty to one (1) count of INTENTIONAL FAILURE TO MAINTAIN
ADEQUATE RECORDS, a Gross Misdemeanor in violation of NRS 422.570(1).

WHEREAS, on the 6th day of December 2022, Defendant MATTHEW OBIM
OKEKE was present with his counsel, Liborius Agwara, and Senior Deputy Attorney
General Behnaz Salimian Molina was also present. Upon hearing statements from counsel,
and no sufficient cause being shown as to why judgment should not be pronounced against
Defendant, the Court rendered judgment as follows:
It
It
It
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That DEFENDANT MATTHEW OBIM OKEKE is adjudicated GUILTY of
INTENTIONAL FAILURE TO MAINTAIN ADEQUATE RECORDS, a Gross Misdemeanor
in violation of NRS 422.570(1).

COURT ORDERED, in addition to the $25.00 Administrative Assessment fee,
$300,000 in Enforcement Costs to the Nevada Attorney General’s Office, Medicaid Fraud
Control Unit, $3.00 DNA Collection fee, with the $150.00 DNA Analysis fee including
testing to determine genetic markers, WAIVED as previously collected, and Defendant
SENTENCED to the Clark County Detention Center (CCDC) for NINETY (90) DAYS,
SUSPENDED; placed on PROBATION for an indeterminate period not to exceed TWELVE
(12) MONTHS with the following CONDITIONS:

Defendant to Abide by the Standard Conditions of Probation:

1. Reporting: You are to report in person to the Division of Parole and Probation
as instructed by the Division or its agent. You are required to submit a written report each
month on forms supplied by the Division. This report shall be true and correct in all
respects.

2. Residence: You shall not change your place of residence without first obtaining
permission from the Division of Parole and Probation, in each instance.

3. Intoxicants: You shall not consume any alcoholic beverages (whatsoever) (to
excess). Upon order of the Division of Parole and Probation or its agent, you shall submit
to a medically recognized test for blood/breath alcohol content. Test results of .08 blood
alcoliol content or higher shall be sufficient proof of excess.

4, Controlled Substances: You shall not use, purcliase or possess any illegal
drugs, or any prescription drugs, unless first prescribed by a licensed medical professional.
You shall immediately notify the Division of Parole and Probation of any prescription
received. You shall submit to drug testing as required by the Division or its agent.

o. Weapons: You shall not possess, have access to, or have under your control,
any type of weapon.

6. Search: You shall submit your person, property, place of residence, vehicle or

Page 2 of 4
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areas under your control to search including electronic surveillance or monitoring of your
location, at any time, with or without a search warrant or warrant of arrest, for evidence
of a crime or viclation of probation by the Division of Parole and Probation or its agent.

1. Associates: You must have prior approval by the Division of Parole and
Probation to associate with any person convicted of a felony, or any person on probation or
parole supervision, You shall not have any contact with persons confined in a correctional
institution unless specific written permission has been granted by the Division and the
correctional institution.

8. Directives and Conduct: You shall follow the directives of the Division of
Parole and Probation and your conduct shall justify the opportunity granted o you by this
community supervision.

9. Laws: You shall comply with all municipal, county, state, and federal laws
and ordinances.

10. Out-of-State Travel: You shall not leave the state without firs{ obtaining
written permission from the Division of Parole and Probation.

11. Employment/Program: You shall seek and maintain legal employment, or
maintain a program approved by the Division of Parole and Probation and not change such
employment or program without first obtaining permission. All terminations of
employment or program shall be immediately reported to the Division.

12. Financial Obligation: You shall pay fees, fines, and restitution on a schedule
approved by the Division of Parole and Probation (P&P). Any excess monies paid will be
applied to any other outstanding fees, fines, and/or restitution, even if it is discovered after
your discharge.

Defendant Shall Abide by these Special Conditions of Probation:

1. Abide by any directives from the State Board of Medical Examiners in terms
of licensing and practice.

2. Defendant is to report to P&P upon leaving Court.

3. Defendant to pay enforcement costs of $300,000.00 to the Nevada Attorney

Page 3 of 4
0003




W 0 =1 & U = W D=

M OBM MM NN N NN N e e e e e e
O a3 & W ke W N = O ©C ® =13 U e W D= O

General’s Office, Medicaid Fraud Control Unit.

BOND, if any, EXONERATED.

THEREFORE, the clerk of the above-entitled court is directed to enter the Judgment

of Conviction as part of the record of the above-entitled matter.

Submitted by:
AARON D. FORD
Attorney General

s/ Behnaz Salimian Molina
BEHNAZ SALIMIAN MOLINA
Senior Deputy Attorney General

Dated this 20th day of January, 2023

h/jﬂ(‘foL\
/ { o

69A 419 9EBB B043
Jennifer Schwartz
District Court Judge
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DISTRICT COURT
CLARK COUNTY, NEVADA

State of Nevada CASE NO: C-22-364634-2
Vs DEPT. NO. Department 17
Matthew Okeke

AUTOMATED CERTIFICATE OF SERVICE

This automated certificate of service'was generated by the Eighth Judicial District
Court. The foregoing Judgment of Conviction was served via the court’s electronic eFile
system to all recipients registered for e-Service on the above entitled case as listed below:

Service Date: 1/20/2023

Behnaz Molina bmolina@ag.nv.gov
Law Office agwaralaw(@yahoo.com
Liborius Agwara libolaw@yahoo.com
Liborius Agwara agwaralaw(@yahoo.com
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Electronically Filed
01/31/2023 3:38 PM

JOC CLERK OF THE COURT

AARON D. FORD
Attorney General

Behnaz Salimian Molina (Bar. No. 13752)
Senior Deputy Attorney General

State of Nevada

Office of the Attorney General

5175 South Durango Drive

Las Vegas, NV 89113

(702) 486-3420 (phone)

(702) 486-0460 (fax)

BMolina@ag.nv.gov

Attorneys for State of Nevada

DISTRICT COURT

CLARK COUNTY, NEVADA

THE STATE OF NEVADA,
Plaintiff,

Case No. C-22-364634-1

. No.
ve. Dept. No. 17

DISCOVERY MIND CENTER LTD
(aka DISCOVERY MIND CENTER LLC,

Defendant.

JUDGMENT OF CONVICTION

WHEREAS, on the 8th day of September 2022, Defendant DISCOVERY MIND
CENTER LTD (aka DISCOVERY MIND CENTER LLC, by and through owner MATTHEW
OBIM OKEKE, pleaded guilty to One (1) Count of SUBMITTING FALSE CLAIMS:
MEDICAID FRAUD, a Category D Felony in violation of NRS 422.540(1)(a) and NRS
422.540(2)(@), and Omne (1) Count of OBTAINING AND USING PERSONAL
IDENTIFYING INFORMATION OF AN OLDER PERSON FOR UNLAWFUL
PURPOSES, a Category B Felony in violation of NRS 205.463(1) and 205.463(3)(a).

WHEREAS, on the 17th day of January 2023, Defendant DISCOVERY MIND
CENTER LTD was present with its counsel, Liborius Agwara, and Senior Deputy Attorney
General Behnaz Salimian Molina was also present. Upon hearing statements from counsel,
and no sufficient cause being shown as to why judgment should not be pronounced against

Defendant, the Court rendered judgment as follows:

Page 1 of 2
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That DEFENDANT DISCOVERY MIND CENTER is ADJUDGED GUILTY of
COUNT 1: SUBMITTING FALSE CLAIMS: MEDICAID FRAUD, a Category D Felony in
violation of NRS 422.540(1)(a) and NRS 422.540(2)(a), and COUNT 2: OBTAINING AND
USING PERSONAL IDENTIFYING INFORMATION OF AN OLDER PERSON FOR
UNLAWFUL PURPOSES, a Category B Felony in violation of NRS 205.463(1) and
205.463(3)(a).

Pursuant to NRS 176.063, COURT ORDERED, in addition to the $25.00
Administrative Assessment fee, $3.00 DNA Collection fee, WAIVED AS DEFENDANT IS
A COMPANY, $150.00 DNA Analysis fee including testing to determine genetic markers,
WAIVED AS A DEFENDANT IS A COMPANY, $330,000.00 restitution payable to the
ATTORNEY GENERAL’S OFFICE.

Defendant SENTENCED to a MAXIMUM OF SIXTY (60) MONTHS AND A
MINIMUM OF EIGHTEEN (18) MONTHS in the Nevada Department of Corrections
(NDC), SUSPENDED; placed on probation for a period not to exceed THIRTY-SIX (36)
MONTHS. Only Condition:

1. Restitution in the amount of $330,000.00 payable to the Attorney General’s Office.

COURT FURTHER ORDERED that the PSI be STRICKEN.

BOND, if any, EXONERATED.

THEREFORE, the clerk of the above-entitled court is directed to enter the Judgment

of Conviction as part of the record of the above-entitled matter.

Dated this 31st day of January, 2023

J/ﬂxf; .

) FF9 92C T4E3 C068
Submitted by: Jennifer Schwartz
AARON D. FORD District Court Judge

Attorney General

/s! Behnaz Salimian Molina
BEHNAZ SALIMIAN MOLINA
Senior Deputy Attorney General
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CSERV

DISTRICT COURT
CLARK COUNTY, NEVADA
State of Nevada CASE NO: C-22-364634-1
Vs DEPT. NO. Department 17

Discovery Mind Center LTD

AUTOMATED CERTIFICATE OF SERVICE

This automated certificate of service was generated by the Eighth Judicial District
Court. The foregoing Judgment of Conviction was served via the court’s electronic &File
system to all recipients registered for e-Service on the above entitled case as listed below:
Service Date: 1/31/2023

Behnaz Molina bmolina@ag.nv.gov

Liborius Agwara libolaw(@yahoo.com
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ELECTRONICALLY SERVED

. Electronically Filed
JOC CLERK OF THE COURT
AARON D. FORD
Attorney General

Behnaz Salimian Molina (Bar. No. 13752)
Senior Deputy Attorney General

State of Nevada

Office of the Attorney General

5175 South Durango Drive

Las Vegas, NV 89113

(702) 486-3420 {(phone)

(702) 486-0460 é,ax)

BMolina@ag.niv.gov

Attorneys for State of Nevada

DISTRICT COURT
CLARK COUNTY, NEVADA

THE STATE OF NEVADA,
Case No. C-22-369136-2
Plaintiff,
Dept. No. 21
VS,
MATTHEW OKEKE, M.D., LTD d/b/a
GRAND DESERT PSYCHIATRIC
SERVICES,
Defendant.
JUDGMENT OF CONVICTION

WHEREAS, on the 1st day of December 2022, Defendant MATTHEW OKEKE, M.D.,
LTD d/b/a GRAND DESERT PSYCHIATRIC SERVICES, by and through owner
MATTHEW OBIM OKEKE, pleaded guilty to One (1) Count of SUBMITTING FALSE
CLAIMS: MEDICAID FRAUD, a Category D Felony in violation of NRS 422.540(1)(a) and
NRS 422.540(2)(a), and One (1) Count of OBTAINING AND USING PERSONAL
IDENTIFYING INFORMATION OF AN OLDER PERSON FOR UNLAWFUL
PURPOSES, a Category B Felony in violation of NRS 205.463(1) and 205.463(3)(a).

WHEREAS, on the 26th day of January 2023, Defendant MATTHEW OKEKE, M.D.,
LTD d/b/a GRAND DESERT PSYCHIATRIC SERVICES was present with its counsel,
Scott B. Olifant, and Senior Deputy Attorney General Behnaz Salimian Molina was also
present. Upon hearing statements from counsel, and no sufficient cause being shown as to
why judgment should not be pronounced against Defendant, the Court rendered judgment

Page 1 of 3
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as follows:

That DEFENDANT MATTHEW OKEKE, M.D.,, LTD d/b/a GRAND DESERT
PSYCHIATRIC SERVICES is ADJUDGED GUILTY of COUNT 1-—-SUBMITTING FALSE
CLAIMS: MEDICAID FRAUD, a Category D Felony in violation of NRS 422.540(1)(a) and
NRS 422.540(2Xa), and COUNT 2 - OBTAINING AND USING PERSONAL
IDENTIFYING INFORMATION OF AN OLDER PERSON FOR UNLAWFUL
PURPOSES, a Category B Felony in violation of NRS 205.463(1) and 205.463(3)(a).

COURT ORDERED, in addition to the $25.00 Administrative Assessment fee, a
$5,000.00 Fine as to Count 1, a $100,000.00 Fine as to Count 2, a $150.00 DNA Analysis
fee, WAIVED, and $3.00 DNA Collection fee, Defendant SENTENCED as to COUNT 1 to
a MINIMUM of NINETEEN (19) MONTHS and a MAXIMUM of FORTY-EIGHT (48)
MONTHS in the Nevada Department of Corrections (NDC); Defendant SENTENCED as
to COUNT 2 to a MINIMUM of THREE (3) YEARS and a MAXIMUM of TWENTY (20)
YEARS in the Nevada Department of Corrections (NDC), CONCURRENT WITH COUNT
1, SUSPENDED:; placed on PROBATION for an indeferminate period not to exceed
TWENTY-FOUR (24) MONTHS. In addition to the Standard Conditions of the Division of
Parole and Probation (P & P), which are IMPOSED, Defendant must comply with the
following SPECIAT, CONDITIONS:

1. Defendant to pay fines within TWENTY-FOUR (24) MONTHS.

COURT FURTHER ORDERED matter SET for status check on fine payment.

THEREFORE, the clerk of the above-entitled court is directed to enter the Judgment

of Conviction as part of the record of the above-entitled matter.

Pated this 1st day of February, 2023

0@

Submitted by: AB6B F66 E43A 711D

AAR RD Tara Clark Newberry
OND. FO District Court Judge
Attorney General

/s/ Behnaz Salimian Molina
BEHNAZ SALIMIAN MOLINA
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Senior Deputy Attorney General
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CSERV

DISTRICT COURT
CLARK COUNTY, NEVADA
State of Nevada CASE NO: C-22-369136-2
Vs DEPT. NO. Department 21

Matthew Okeke MD Ltd

AUTOMATED CERTIFICATE OF SERVICE

This automated certificate of service was generated by the Eighth Judicial District
Court. The foregoing Judgment of Conviction was served via the court’s electronic eFile
system to all recipients registered for e-Service on the above entitled case as listed below:
Service Date: 2/1/2023

Behnaz Molina bmolina@ag.nv.gov

Liborius Agwara libolaw@yahoo.com
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OFFICE OF THE GENERAL COUNSEL

Nevada State Board of Medical Examiners

9600 Gateway Drive
Rena, Nevada 89528

(775) €88-2559
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BEFORE THE BOARD OF MEDICAL EXAMINERS
OF THE STATE OF NEVADA

ok k& %

In the Matter of Charges and Complaint Case No. 19-22461-1

Against = FI LE D
MATTHEW OBIM OKEKE, M.D., MAR - 9 2090
Respondent. NEVADA STATE BOARD OF

MEDI EXAMINERS !
By:. .~
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Il (Complaint) charging Respondent with violating the Medical Practice Act. Specifically, the

AMENDED SETTLEMENT AGREEMENT?

The Investigative Committee (IC) of the Nevada State Board of Medical Examiners‘
(Board), by and through Robert Kilroy, Esq., General Counsel for the Board and attorney for the
1C, and Matthew Obim Okeke, M.D. (Respondent), a licensed physician in Nevada, assisted by his
attorney, L. Kristopher Rath, Esq,, of the law firm of Hutchison & Steffen, LLC, hereby enter into
this Amended Setilement Agreement (Agreement) based on the following:?

A. Background

1. Respondent is a medical doctor currently licensed in aclive status by the Board
pursuant to Chapter 630 of the Nevada Revised StatII}GS (NRS) and Chapter 630 of the Nevada
Administrative Code (NAC) (collectively, the Medical Practice Act) to practice medicine in Nevada,
His license was originally issued on September 6, 2013 (License No. 14957).

2. On May 30, 2019, in Case No, 19-22461-1, the IC filed a formal Complaint

Complaint alleges two (2) violations of NRS 630.301(4), Malpractice (Counts I and IV), two (2)
violations of NRS 630.3062(1)(a), Failure to Maintain Proper Medical Records (Counts 1l and V), and

! This Amended Sertfement Agrecement takes the place-of the previous Settiament Agreement and any

Erratas previously approved by the Board in this case.
2 All agreements end admissions made by Respondent are solely for final disposition of this mater and any

subsequent related administrative proceedings or civil litigation involving the Board and Respondent, Therefore,
Respondent's agreemonts and admissions aro not intanded or made for any ether use, such es In the context of another
state or federal govesnment regulatory agency proceeding, state or federal civil or criminal proceeding, any state or
federal coust proceeding, or eny credentialing or priviloges malter,

10of8
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two (2) violations of NRS 630.306(1)(g) Continual Failure to Exercise the Skill or Diligence or Use
the Mecthods Ordinarily Exerciscd Under the Same Circumstances by Physicians in Good Standing
Practicing in the Same Speciality or Field (Counts HI and VI).
3. By reason of the foregoing, Respondent is subject to discipline by the Board as
provided in NRS 630.352,
4, Respondent was properly served with a: copy of this Complaint, has reviewed and
understands this Compleint, and has had the opportunity to consult with competent counsel
' concerning the nature and significance of this Complaint.
5. Respondent is hereby advised of his rights regarding this administrative matter, and of
his opportunity to defend ageinst the allegations in the Complaint. Specifically, Respondent has
| certain rights in this adminisirative matter as set out by the United States Conslitunon, the Nevada
[ Constitution, the Medical Practice Act, the Nevada Open Meeting Law (OML), which is contained in
NRS Chapter 241, and the Nevada Administrative Procedure Act (APA), which is contained in

|.NRS Chapter 233B. These rights include the right to & forme! hearing on the allegations in the
|Complaim, the right to representation by counsel, at his own expense, in the preparation and
presentation of his defense, the right to confront and cross-examine the witnesses and evidence against
hit, the right to written findings of fact, conclusions of law and order reflecting the final decision of
the Board, and the right to judicial review of the Board's order, if the decisian is adverse to him.

Respondent understands that, under the Board’s charige to protect the public by regulating the

practice of medicine, the Board may take disciplin:my action against Respondent’s license,

administrative fines, as well es any other reasonable requirement or limitation, if the Board
concludes that Respondent violated one or more provisions of the Medical Practice Act.

6. Respondent understands and agrees that this Agreement, by and between
Respondent and the IC, is not with the Board, and that the IC will present this Agreement to the

Board for consideration in open session at a duly noticed and scheduled meeting, Respondent

|understands that the IC shall advocate for the Board's approval of this Agreement, but that the
%Board has the right to decide in its own discretion whether or not to approve this Agreement.
20f8
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Nevada State Board of Medical Fxaminers

9600 Gatcwsy Dtive
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(775) 688-2559

1 it Respondent further understands and agrees that if the Board approves this Agreament, then the

lll

2
3
4
5
6
7
8
9

10
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15

16
17
18
19
20
21
22
2 I
24
25
2 |
27 (
28

terms and conditions enumerated below shall be binding and enforceable upon him and the Board.
B, Terms & Conditions
NOW, THEREFORE, in order to resolve the matters addressed herein, i.e., the matters
with regard to the Complaint, Respondent and the IC hereby agree to the following terms and
conditions:
L. Jurisdietion, Respondent is, and at all times relevant to the Complaint has been, a
physician licensed to practice medicine in Nevada subj'ect to the jurisdiction of the Boerd as set
forth in the Medical Practice Act.
2. Represcutation by Counsel/Knowing, Willing and Intellient Apveement.
Respondent acknowledges he is represented by counsel, and wishes to resolve the matters
pddressed herein with seid counsel, Respondent agrees that if representation by counsel in this
matter materially changes prior to entering into this Agreement end for the duration of this
Agreement, that counsel for the IC will be timely notified of the material change. Respondent
pgrees that he knowingly, willingly and intelligently enters into this Agreement after deciding to
have a full consultation with and upon the advice of legel counsel,
3. Waiver_of Rights. In connection with this Agreement, and the associated terms

d conditions, Respondent knowingly, willingly and intelligently waives all rights in connection
ith this administrative matter. Respondent hereby knowingly, willingly and intelligently waives
Il rights arising under the United States Constitution, the Nevada Constitution, the Medical
ractice Act, the OML, the APA, and any other legal rights that may be avaifable to him or that
ay apply to him in connection with the administrative proceedings resulting from the Complaint
led in this matter, including defense of the Complaint, adjudication of the allegations set forth in
e Complaint, and imposition of any disciplinary actions or senctions ordered by the Board.
Respondent agrees to settle and resolve the allegations of the Complaint as set out by this
Algreement, without a hearing or any further proceedings and without the right to judicial review.
4. Acknowledgement of Reasonable Basis to Proceed. As of the time of entering

into this Settlement Agreement, the allegations of the Complaint remain unproven. Respondent

Jof8
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1 || acknowledges that the IC believes it has a reasonable basis to allege that Respondent engaged in :
2 |f conduct that is grounds for discipline pursuant to the Medical Practice Act, The IC acknowledges
3 || Respondent is not admitting that the IC’s claims/counts as alleged in the Compleint have merit
4 il and Respondent is agreeing 10 resolve this matter to avoid the costs of hearing and potential
5 |l subsequent litigation, Respondent asserts if this matter were to proceed to hearing, he has
6 |||evidence, witnesses, expert wilness{es) and defenses to the counig/claims alleged in the
7 ||| Complaint, but for the purposes of resolving the matter and for no other purpose, Respondent
8 || |waives the presentation of evidence, witnesses, expert witnesses, and defenses in order to

i 9 (| |eftectuate this Agreement,

' 10 " 5. Consent to Entyy of Order. In order to resolve this Complaint pending against
11 {| Respondent, Respondent hereby agrees that the Board may issue an order finding that Respondent
12 || pngaged in conduct that is grounds for discipline pursuant to the Medical Practice Act, Accordingly,
13 {| the following terms and conditions are hereby agreed upon:

a. Respondent admits to Count T (Malpractice, NRS 630.301(4)), Count H (Medical
Records, NRS 630.3062(1)(a)), and Count V {(Medical Records, NRS 630.3062(1)(a)).
16 b. Respondents license shall be suspended from the date of the Board’s acceptance,

(775) €88-2559
e

-
wn

17 || adoptian and approval of this Agreement for two {2) years ~ STAYED.

OFFICE OF THE GENERAL COUNSEL
Nerada Statc Board of Medlcal Examiners

18 c. Respondent’s license shall be subject to a term of probation for a period of time of
19 || 24 months from the date of the Board's acceptance, adoption and approval of this Agreement
20 || (Probationary period). During this Probationary perlod, if Respondent fails to demonstrate
21 || compliance with the terms and conditions of this Agreement, or otherwise violates the terms of

I
22 || this Agreement, then the stayed suspension shall be immediately.lified and in effect. Should the

23 || Board determine that Respondent violated the Medical Practice Act due to and/or a arising from

24 || any act or omission which oceurs pricr to the date the Board approves this Agreement, this said

25 olation shall not be considered a violation of this Agreement.

26 The following terms and conditions shall apply during Respondent’s probationary period; £
27 (1) Respondent must be supervised all times during any and all interactions with all|
28 female patients with a formal monitoring agreement with approved and identified] *
40f8
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ildoption and approval of this Agreement. The $4,942.73 previously paid on April 13, 2019 for

Case 19-22461-1, leaving §1,857.63 owing under this Agreement.*

§
’
3.
{
4
i
?

f o

prejudice.

b

d.
'Prosecution of Case 19-22461-1, totaling $6,800.36, within thirty days of the Board’s acceptance,

| Invoice 801, referencing Cese # 18-22461-1,% shall be applied to the costs due and owing in

e.
adoption and approval of this Agreement.’
1 f.
1y law, including, but not limited to, the National Practitioner Data Bank.
8.
h,
Investigation No.'s 16-16290, 18-17688, 18-17856, and 18-18000 shall be dismissed with

monitors through the entire probationary period or until further order of the Board,
(2) Respondent shall engage and shall participate in an independent remediation
and compliance monitoring program designed by the independent monitor
Affiliated Monitors, Inc. (Affiliated Monitors), who, in consultation with Boerd
staff, shafl design, implement, and monitor Respondent’s compliance with a
program that must start within two weeks days from the Board’s acceptance,
adoption and approval from the exceution of this Order and shall remain in place
during the aforementioned probationary period. Affiliated Monitors shall provide
quarterly reports based upon monthly interactions with Respondent, Respondent’s
staff/monitors, and other relevant information, including but not limited to medical
records and other documentation relating to Respondent’s practice. Respondent
shail bear al] costs and fees associated with this Affiliated Monitors program.

Respondent will pay the costs and expenses incurred in the investigation and

Respondent shall pay a fine of $500.00 within sixty days of the Board’s acceptance,

This Agreement shall be reported to the appropriate entities and parties as required

Respondent shall receive a Public Letter of Reprimand.

The remaining counts of the Complaint, and any other claims arising from Board

3 This case was Investigation No. 16-16290.
* ‘This payment of $1,857.63 was mads by Respondsnt on Qctober 7, 2019,
3 Respondent has paid this fine on November 20, 2019. Respondent has now paid all costs and fines required

under Paragraphs 5(d) and 5(e) of this Agreement,

50f8

0005

R

4 ity i s




OFFICE OF THE GENERAL COUNSEL

Nevada State Boned of Medics] Exsminers

(775) €83-2559

i, Upon successful completion of the probation requirements set forth herein,

—

Respondent may petition the Board to have his license removed from probation, have his license
; status to be restored to good standing and have his suspension placed upon his license rescinded,
] Foliowing Respondent’s demonstration of the aforementioned requirements, the Board will issue

i-an order to this effect.
6. Release From Liebility. in execution of this Agreement, Respondent understands
and agrees that the State of Nevada, the Board, and each of its members, staff, counsel,

mvcstigators, experts, peer reviewers, committees, panels, hearing officers, consultants and ggents

\QOQM.IG\U!-p-LdN

,a:e immune from civil liability for any decision or action taken in good faith in response to
nnformatlon acquired by the Board. NRS 630.364(2)(a). Respondent agrees to release the State of

e
Lo = ]

evada, the Board, and each of its members, staff, counsel, investigators, experts, peer reviewers,

—
34

i:ommn:tees panels, hearing officers, consultants and agents from eny and all manner of actions,

; uses of action, suits, debts, judgments, executions, claims and demands whatsoever, known and

—_ e
B 1)

own, in law or equity, that Respondent ever had, now has, may have or claim to have, against

[
wn

any or all of the persons, government agencies or entities named in this paragraph arising out of,

—
(3
o

r by reason of; this investigation, this Agreement or the administration of the case referenced

erein.

—
= « B |

7. Proccdure for Adoption of Agreement. The IC end counsel for the IC shall

ccommend approval and adoption of the terms and conditions of this Agreement by the Board in

ey
D
-

[ 4]
(=1

:solution of this Complaint. In the course of secking Board acceptance, approval and adoption of

is Agreement, counse! for the IC may communicate directly with the Board staff and the

B R

adjudicating members of the Board,
Respondent acknowledges that such contacts and communications may be made or

R 8

nducted ex parte, without notice or opportunity to be heard on his part until the public Board

&

mgeting where this Agreement is discussed, and that such contacts and communications may

[
L]

include, but may not be limited 1o, matters concerning this Agreement, the Complaint and any and

alt information of every nature whatsoever related to this matter, The IC and its counsel agree that

N

Respondent and/or Counsel for the Respondent may appear at the Board meeting where this

&
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OFFICE OF THE GENERAL COUNSEL
Nevads State Board of Medical Exseminers
9600 Gateway Drive
Reno, Nevzda 89521
(775) 638-2559

2 |j IC or the IC's counsel.
3 8. Effect of Acceptance of Agreement by Board. In the event the Board accepts,
4 || approves and edopts this Agreement, the Board shall issue a fina! order, making this Agreement
5 || an order of the Board, and, pending full compliance with the terms herein, the case shall be closed
6 {| and all remaining claims arising out of the Complaint shall be dismissed with prejudice.
7 9. Effect of Rejection of Agreement by Board. In the event the Board does not
8 [ accept, approve and adopt this Agreement, this Agreement shail be null, void and of no force and
9 r; effect except as to the following agreement regarding adjudications: (1) Respoudent agrees that,
10 |ii notwithstanding rejection of this Agreement by the Board, nothing contained in this Agrecment
1 ! and nothing that occurs pursuant to efforts of the IC to seek the Board's acceptance of this
12 ||| Agreement shall disqualify any member of the adjudicating pane! of the Board from considering
13 | ithis Complaint and from participating in disciplinary proceedings against Respondent, including |
14 1} iadjudication of this case; and (2) Respondent further agrees that he shall not seek to disqualify any
15 || jsuch member ebsent evidence of bad faith.
16 10.  Bindiug Effect. If approved by the Board, Respondent understands that this
17 || |Agreement is a binding and enforceable contract upon Respondent and the Board.
18 1. Forum Selection Clause. The parties agree that in the cvent either party is
19 |j required to seck enforcement of this Agreement in district court, the parties consent to such
20 || jurisdiction and agree that exclusive jurisdiction shall be in the Second Judicial District Court,
21 {I State of Nevada, Washoe County.
22 12, Attormevy’ Fces and Costs. The parties agree that in the event an action is
23 h commenced in district court to enforce any provision of this Agreement, the prevailing party shall
24 f be entitled to recover reasonable attorneys’ fees and costs.
25 h 13.  Failure to Comply With Terms, Should Respondent fai] fo comply with any term
26 || ar condition of this Agreement once the Agreement has been accepted, approved and adopted by
27 ﬂ the Board, the IC shall be authorized to immediately suspend Respondent's license to practice
28 |} medicine in Nevada pending an Order To Show Cause Hearing, which will be duly noticed, |

1 |t Agreement is discussed and, if requested, respond to any questions that may be addressed to the

70f8
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Failure to comply with the terms of this Agreement, including feilure to pay any fines, costs,
expenses or fees owed to the Board, is e failure to comply with an order of the Board, which may
result in additional disciplinary action being taken against Respondent. NRS 630.3065(2)(e).
Further, Respondent’s failure to remit payxﬁent to the Board for monies agreed to be paid as a

condition of this Agreement may subject Respondent to civil collection efforts,

ff 5
Dated this tday of March, 2020,

INVESTIGATIVE COMMITTEE OF THE
NEVADA STATE BOARD OF MEDICAL EXAMINERS

Sarah A. Bmdlcy; Esq., Deputy Executive{Djrector
Attorney for the Investigative Committee

Dated this 44y day of March, 2020.
HUTCHISON & STEFFEN, LLC

. _ 2N Ted—

L. Kristopher Rath, Esq.
Attorneys for Respondent

Dated this f[ day of March, 2020,

Matthew Obim Okeke, M.D., Respondent
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IT IS HEREBY ORDERED that the foregoing Amended Settlement Agreement (19-22461-1) is
approved and accepted by the Nevada State Board of Medical Examiners on the 6 day of March, |
2020, with the final total amount of costs due of $6,800.36

D ﬁdfﬁq ,éwka/{n‘f;’ﬂ

Rachakonda D. Prabhu, M.D., President
NEVADA STATE BOARD OF MEDICAL EXAMINERS
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The Board, after due consideration of the record, evidence and law, and being fully
advised in the premises, makes its FINDINGS OF FACT, CONCLUSIONS OF LAW AND
ORDER in this matter, as follows:

FINDINGS OF FACT
L

Respondent held a license to practice medicine in the State of Nevada issued by the Board
from September 6, 2013, to present.

II.

On October 26, 2021, the Investigative Committee filed its formal Complaint in Case No.
21-22461-1, alleging Respondent violated the Medical Practice Act. Respondent was served with
the Complaint on November 8, 2021, at his address of record with the Board. Pursuant to
NRS 630.254, each licensee shall maintain a permanent mailing address with the board to which
all communications from the Board to the licensee must be sent. A licensee who changes his or
her permanent mailing address shall notify the Board in writing of the new permanent mailing
address within 30 days after the change.

The Complaint alleges two (2) violations of the Medical Practice Act that constitute
grounds for initiating disciplinary action against a licensee, as follows: one (1) violation of
NRS 630.301(4) Malpractice and one (1) violation of NRS 630.3062(1)(a) Failure to Maintain
Proper Medical Records.

Respondent filed an answer to the allegations set forth in the Complaint on
January 11, 2022,

IIL.

An Early Case Conference was conducted January 21, 2022, Aaron B. Fricke, J.D,,
General Counsel at the time, (Mr. Fricke) was present on behalf of the Investigative Committee
(IC) of the Board, and Liborius Agwara, Esq., appeared telephonically on behalf of Respondent
along with Hearing Officer Charles Woodman, Esq. The parties agreed to dates for the prehearing
conference, exchange of documents, and the hearing date.

/11
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In compliance with NAC 630.465, a Notice and Order Scheduling Prehearing and Hearing,
setting prehearing and hearing was filed on January 31, 2022, setting the prehearing conference
for March 25, 2022, at 10:00 a.m., and setting the hearing for April 28 and 29, 2022, at 9:00 a.m.,
at the Office of the Nevada State Board of Medical Examiners, 9600 Gateway Drive, Reno,
Nevada 89521 video conferenced to the Board’s Las Vegas Office, located at 325 E. Warm
Springs Road, Suite 225, Las Vegas, NV 89119. The Scheduling Order was delivered to
Respondent’s Counsel via USPS Certified Mail on February 2, 2022.

A second Notice and Order Scheduling Prehearing and Hearing was then filed on
June 7, 2022, changing the Prehearing Conference to June 21, 2022, and dates for the formal
Hearing to be determined at the Prehearing Conference. A copy c])f this Order was mailed to
Respondent’s counsel on June 7, 2022, with courtesy copy by email.

The Prehearing Conference was held telephonically as noticed and ordered, at which time,
legal counsel for the IC, Sarah A. Brgdlcy, J.D., Deputy Executive Director, appeared. Liborius
Agwara, Esq., appeared telephonically on behalf of Respondent along with Hearing Officer
Charles Woodman, Esq. Respondent and his counsel were timely and properly served with the
IC’s Prehearing Conference Statement, filed June 16, 2022, and the mandated Prehearing
Disclosures in accordance with NRS and NAC Chapters 630, NRS Chapters 241, 622A and 233B,
and the requirements of due process, by Fed Ex 2-Day Priority Mail, delivered to Respondent's
counsel on June 17, 2022.

Following the Prehearing Conference, an Order After Pre-Hearing Conference was filed
June 27, 2022, setting the sate for a formal Hearing to be held July 28, 2022, at $:00 a.m.
Respondent and his counsel were mailed a copy of the Order on June 28, 2022‘, with courtesy copy
by email.

A third Notice and Order Scheduling Hearing was filed August 19, 2022, rescheduling the
Hearing date for September 12, 2022, at 9:00 am. Respondent and his counsel were mailed a
copy of the Order on June 28, 2022, with courtesy copy by email.
iy
I
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On September [2, 2022, as duly noticed and ordered, a hearing was held before the
Hearing Officer to receive evidence and to hear arguments of both parties. Legal counsel for the
IC, Ms. Bradley, appeared. Respondent and his counsel appeared in the Las Vegas Board office.
Ms. Bradley presented the IC’s case, offered documentary evidence and presented witness
testimony. Exhibits 1 through 15, were marked and admitted into evidence.

The Hearing Officer provided the Synopsis of Record, filed November 17, 2022. This
matter was scheduled for final adjudication on December 2, 2022, at a regularly scheduled Board
meeting.

The notice of the adjudication was sent via USPS Certified Mail to Respondent’s counsel
on QOctober 26, 2022,

A copy of the adjudication materials along with a copy of the Hearing Officer’s Synopsis
of Record and second notice of the Board meeting were mailed via Fed Ex 2-Day mail to
Respondent’s counsel and were delivered on Respondent’s address of record on November 22,
2022.

V.

Pursuant to NRS 622A.300(5)(a), the Synopsis of Record of the Hearing Officer is hereby
approved by the Board with modification, and is hereby specifically incorporated and made part of
this Order by reference and attached hereto as Exhibit 1. The Board rejects the findings and
recommendations made by the Hearing Officer with respect to Count L

VI

The Board hereby finds that Count II, as set forth in the Complaint, and as recapitulated in
Paragraph II above, has been established by a preponderance of the evidence. The Board hereby
finds that Count I, as set forth in the Complaint, and as recapitulated in Paragraph II above, has
not been established by a preponderance of the evidence.

VIIL
If any of the foregoing Findings of Fact is more properly deemed a Conclusion of Law, it

may be so construed.
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CONCLUSIONS OF LAW
L
The Board has jurisdiction over Respondent and the Complaint, and an adjudication of this
matter by the Board members as set forth herein is proper.
IL

Respondent was timely and properly served with the Complaint, and all notices and orders

in advance of the hearing and adjudication thereon, in accordance with NRS and NAC
Chapters 630, NRS Chapters 241, 622A and 233B, and all legal requirements of due process.
L

With respect to the allegations of the Complaint, the Board concludes that Respondent has
violated the Medical Practice Act, as alleged in the Complaint, as follows: one (1) violation of
NRS 630.3062(1)(a) Failure to Maintain Proper Medical Records. Accordingly, Respondent is
subject to discipline pursuant to NRS 630.352.

IV.

The Board finds that, pursuant to NRS 622,400, recovery from Respondent of reasonable
attomeys’ fees and costs incurred by the Board as part of its investigation and disciplinary
proceedings against Respondent is appropriate. The Board has reviewed the Investigative
Committee’s Memorandum of Costs and Disbursements and Attorneys’ Fees, and the Board finds
them to be the actual fees and costs incurred by the Board as part of its investigative,
administrative and disciplinary proceedings against Respondent, and finds them to be reasonable
and necessary based on: (1) the abilities, training, education, experience, professional standing
and skill demonstrated by Board staff and attomeys; (2) the character of the work done, its
difficulty, its intricacy, its importance, the time and skill required, the responsibility imposed and
the prominence and character of the parties where, as in this case, they affected the importance of
the litigation; (3) the work actually performed by the Board’s attomeys and staff, and the skill,
time and attention given to that work; and (4) the product of the work and benefits to the Board
and the people of Nevada that were derived therefrom.

/11
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V.

If any of the foregoing Conclusions of Law is more properly deemed a Finding of Fact, it
may be so construed.

ORDER

Based upon the foregoing Findings of Fact and Conclusions of Law, and good cause
appearing therefore,

IT IS HEREBY ORDERED that:

L. Respondent has violated the Medical Practice Act, as alleged in the Complaint, as
follows: one (1) violation of NRS 630.3062(1)(a) Failure to Maintain Proper Medical Records
{Count II}.

2. Pursuant to NRS 630.352(4)(e), the Board shall administer a written public
reprimand to Respondent.

3. Respondent’s license shall be suspended for two (2) years from the date of the
Board’s order. This suspension shall be stayed, and Respondent’s license will be placed on
probation for two (2) years from the date of the Board’s order. If Respondent fails to comply with
the terms and conditions of this Order, including a failure to timely comply with the terms and
conditions of this Order, or commits a new violation of the Medical Practice Act during the
probationary period, then, after an order to show cause wherein the IC proves by a preponderance
of the evidence that the failure to comply or failure to timely comply or violation did occur, the
stayed suspension will be immediately lifted and in effect. Matters currently being investigated by
the Board and/or pending action by the Board will not be deemed a violation of this Order.

4. The following terms and conditions shall apply during Respondent’s probationary
period:

a. Respondent must be always accompanied by a chaperone during any and all
interactions with female patients. A list of chaperones used by Respondent must be provided to
Strategic Management Services or other monitoring company approved in the reasonable
judgment of the Board and those chaperones must first be approved by Strategic Management
111
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Services or other monitoring company approved in the reasonable judgment of the Board before
use.

b. Respondent must be monitored by Strategic Management Services or other
monitoring company approved in the reasonable judgment of the Board. Strategic Management
Services or other monitoring company approved in the reasonable judgment of the Board shall
provide quarterly reports to the Board regarding its review of Respondent’s charts and patient
records. Strategic Management Services or other monitoring company approved in the reasonable
judgment of the Board shall review 10% of Respondent’s patient charts each quarter, not to
exceed fifty (50) charts per quarter and provide a report to the Board. At the end of the first year,
Strategic Management Services or other monitoring company approved in the reasonable
judgment of the Board shall review fifty patient charts and provide a report to the Board.
Strategic Management Services or other monitoring company approved in the reasonable
judgment of the Board will be reviewing all aspects of these patient charts, including legibility and
completeness of records, verification of the presence of a chaperone for visits with female
patients, and compliance with Nevada law regarding prescribing controlled substances, such as
proof of regular PMP queries for patients.

c. Respondent shall pay all costs associated with the monitoring of him and/or
his practice conducted by Strategic Management Services or other monitoring company approved
in the reasonable judgment of the Board.

d. At the end of the first year, after successful completion of monitoring and
charter review by Strategic Management Services or other monitoring company approved in the
reasonable judgment of the Board, Respondent may come to the Board at a public meeting and
request that the Board remove the requirement that he be monitored by Strategic Management
Services or other monitoring company approved in the reasonable judgment of the Board from his
probation.

e. Even if the Board removes the requirement that Respondent be monitored
by Strategic Management Services or other monitoring company approved in the reasonable

judgment of the Board as described above in paragraph b, Respondent shall continue to be
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accompanied by a chaperone at all times during any and all interactions with female patients
during the remainder of his two (2) year probationary period or until such time as a request is
made and the Board removes this requirement.

5. Pursuant to NRS 630.352(4)(h), Respondent is hereby ordered to pay a fine of two
thousand five hundred dollars ($2,500.00) to be paid within sixty (60) days from service of this
Order.

6. Because the IC prevailed on only one (1) count of the Complaint, the Board
reduced the costs assessed against Respondent in this matter from eighteen thousand two hundred
twenty-nine dollars forty-four cents ($18,229.44) as shown in the IC’s Memorandum of Costs
and Disbursements and Attorneys’ Fees to ten thousand dollars ($10,000).

7. The Board found that the reasonable, necessary, and actually incurred costs and
expenses for the investigation and prosecution of this case in the amount of ten thousand dollars
($10,000), shall be reimbursed by Respondent within ninety (90) days from the service of this
Order. The Board, and/or its designee, are granted the authority to collect any and all funds due
under this Order.

8. Respondent shall complete eight (8) hours of Continued Medical Education (CME)
on record-keeping and documentation and twenty-two (22) hours in the best practices in
prescribing in addition to the statutory required CME requirements for licensure. These CME
credits must be completed on or before December 31, 2023; and

9. This Order shall be reported to the appropriate entities and parties as required by
law, including, but not limited to, the National Practitioner Data Bank.

IT IS SO ORDERED.

DATED this 8th day of December, 2022,

NEVADA STATE BOARD OF MEDICAL EXAMINERS

By:

AURY NAGY,M.D.
President of the Board
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CERTIFICATION

I certify that the foregoing is the full and true original FINDINGS OF FACT,
CONCLUSIONS OF LAW AND ORDER on file in the office of the Board of Medical
Examiners in the matter of MATTHEW OBIM OKEKE, M.D., Case No. 21-22461-1.

I further certify that Aury Nagy, M.D., is the President of the Nevada State Board of
Medical Examiners and that full force and credit is due to his official acts as such; and that the
signature to the foregoing ORDER is the signature of said Aury Nagy, M.D.

IN WITNESS THEREOF, I have hereunto set my hand in my official capacity as
Secretary-Treasurer of the Nevada State Board of Medical Examiners.

DATED this 8th day of December, 2022.
NEVADA STATE BOARD OF MEDICAL EXAMINERS
By: _ YWisge RunstSonld

MAGGIE ARIAS-PETREL
Secretary-Treasurer and Public Member of the Board
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BEFORE THE BOARD OF MEDICAL EXAMINERS

OF THE STATE OF NEVADA

FILED

NOV 17 2022
In the Matter of Charges and Complaint NEVADA STATE BOARD OF

. M RS
Against Bv:.gm
MATTHEW OBBM OKEKE, M.D.,
Respondent. Case No.: 21-22461-1
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SYNOPSIS OF RECORD

Hearing Officer Charles B, Woodman, having heard ail formal pre-hearing
conferences, as well as the formal Hearing of this matter, hereby presents the Nevada State
Board of Medical Examiners with his Analysis of this case. This Analysis is based upon
all evidence adduced at the formal Hearing, and this Hearing Officer’s findings of facts
and conclusions of law, which findings include the credibility of the witnesses who gave
evidence.

LEV,

This case came on for hearing on September 12, 2022. Ms. Sarah A. Bradley, Esq.,
appeared on behalf of the Investigative Committee (“IC") of the Nevada State Board of
Medical Examiners. Liborius Agware, Esq., appeared on behalf of and with Dr. Agwara.
Dr. Agwara and his counse] appeared at the Board’s Southern Nevada office where the
official reporter was also located. Ms. Bradley appeared at the Board’s Northern Nevada
office where the hearing officer was located, The parties were connected via video

teleconference communications,
NRS 233B.123 controls evidence admitted in contested administrative hearings.

That code states in pertinent part that “evidence may be admitted, except where precluded
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by statute, if it is of a type commonly relied upon by reasonable and prudent persons in the
conduct of their affairs.”

By conclusion of the formal hearing of this case, Exhibits 1 through 12, as well as
Exhibits 14 and 15 offered by the IC and were admitted into evidence. Those admitted
Exhibits are attached hereto. Exhibit 13 wes excluded from evidence based on the
testimony of the IC's main witness Dr. Jayleen Chen, M.D. Dr. Okeke chose not to
present a defense case, and accordingly did not offer any exhibits.

It is noteworthy that while certain medical records admitted into evidence are
several years old, Dr. Chen acknowledged that she did not review records or testify to facts
alleged to have occurred prior to 2017. (See Factual Evidence below.) Dr. Okeke’s
counsel argued that those records that predate 2017 and were not reviewed by Dr. Chen
should thus not be considered. However, all medical records admitted into evidence from
years prior to 2017, while not addressed by Dr. Chen, are still in evidence and thus part of
the record which can be considered in the determination of this case. Accordingly,
paragraphs 2 through 6 of the Complaint on file which allege facts prior to 2017 are not
legally batred from consideration.

FACTUAL EVIDENCE

The facts adduced at the formal Hearing of this matter, and which are considered
worthy of review by the Board, are as follows from the formal transcript. Except where a
quote begins with a “Q" denoting that counsel is asking the witness a question, all
testimony presented herein is that of Dr. Chen. A number at the beginning of a line
denotes the corresponding line number the on the page of the transcript where the quote is
found. All emphasis on the font of the typed testimony (italics and underlines) has been
supplied by the undersigned hearing officer for the Board’s assistance in pointing out
particularly significant testitnony.

1
1
1
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Direct Examination of Dr. Chen by Ms. Bradley, Counsel for the IC

Page 47 ("P4AT")

12 Q. Dr. Chen, what i3 your overall opinion regarding Dr, Okeke's care of Patient A?
14 Ifelt there were some areas that fell below the standard of care, especially
regarding the thoroughness of documentation. When I was reviewing it, I did have some
difficuity, kind of, deciphering his medical declsion-making,

19 Q. When you say documentation, what do you mean by that?

21 Just from looking at the progress notes, it was really hard for me to get a good
grasp of her symptomatology. It was difficult to see how severe her symptoms were at
what specific tine. There were medication changes that I couldn't decipher the
Justification for. And I just felt those areas were lacking,

P.48

3 Q. Okay. Ithink there’s some conversation -- well, some use by Dr. Okeke of
template materiaf, What is template material?

6 In the electronic medical records, there is 8 way to kind of expedite your notes
because documentation can be rather burdensome. So there are specific templates that you
can use that you can kind of set up your notes, so they are similar from patient to patient,
visit to visit, and it helps guide you or remember what to put in the note that might be
helpful.

13" Q. Did you note Dr, Okeke's use of template material in notes?

15 There was definitely a template that was used, and my concern was sometimes
information from one note to the other wasn't really changed, or it really just remained the
same, It didn't provide any updates, in my opinion, how she was doing in the interim from
visit to visit,

21 Q. So it sounds like what you're saying Is there may have been a note made at one
visit, but then that note dldn't get changed the next time?

24 Yes. Iwould say so.

25 Q. Sothat's a pitfall for electronic records?

P.49

1 For sure,

2 Q. It's trying to help us, but it can fill in the same things?
4 Yes, unfortunately,

Page 53
8. It's not always necessary to write a medication, but usually it's mentioned

somewhere in the note,
18.  Ifeel that it could have been helpful to understand why each of these medications

were prescribed.

i
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P. 58

2 Yes. It's hard for me to tell upon my first review whether the treatment medications
was what she was already on or what she's starting. Iimagine it's what she was already
on, but I can't tell if there were any additional medications or not.

P56

2 Q. So you're comparing it with NSBME 0050, and that visit is dated September 11, 2017;
is that comrect?

4 That's correct.

5 Q. And you're saying the chief complaint looks like there's a lot of template material
copled over, right?

8 Yes. Ithink it's the same for the next visit as well.

10 0. Ifwe keep going to NSBME 0055, October 9, 2017, you're saying that's the same
template?

12 Yes,

13 Q. And does that continue like that?

i4 I think 1t does, On the 11/6 vistt, the 12/4 visit as well,

P.57

8 .« . I'm trying to [ook back at my previous notes that I had written when [ was first
reviewing. There were just a bunch of changes or additions of medications that didn’t really have
a rationale behind that,

P53

1 1 guess if there were complaints that they were atill not feeling any efficacy from that dose,
I'would, of course, gauge what symptoms they're still struggling with and increase or decrease
based on their answer.

6 Q. Would that be documented in your notes for that patient?

8 It would be,

9 Q. So you would document a symplom that it's not improving, and that's your reason for
change?

i1 Correct.

24 Q. Didyou see in Dr. Okeke's records that the patient's medications were increased at
times?

P.59

1 Yes, I'did.

2 0. And did you see that they were decreased at times?

4 Yes, I'dld,

5 Q. Did you see that rationale documented in the records?

7 L don's think afways, no.

8 Q. Sometimes?

9 Yes, possibly,

i0 0. But it sounds like not to the level that you would expect?

2 Right,

13 Q. Why s it so Important to have this documentation in the records?

15 Licel like it is ust basic care. 1 mean, if there's 2 continulty of care, if they're switching
providers or someone needs to read the notes, then it's easy to clearly see what's been going on with

the treatment, throughout the treatment,
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20 Q. How many patients do you normally see in your practice?

22 Probably 40 patients a week or more,

23 Q. 8o one of the reasons for good documentation is it helps you remember where the
patient is at?

25 For sure, yes.

P.60

Q. Becauso you can't remember every individual one?

Yes.

Q. Do you have other people who work with you in your practice?

I do.

Q. So they may also see your patients?

Yes,

Q. So it would be helpful for them to know what's going on?

11 Right.

12 Q. So you had concerns, I think you said, regarding the documentation, regarding the
changes, increase and decrease. What about changes in medication? How does that work?

17 I would prefer seeing that documentation and reasoning why you would switch from one
medication to the next just to kind of get a better idea of the thought process that went behind the
medication changes.

O 00 =) O L D e

P.65

21 Q. So when you have a patient that has e history of substance abuse and needs medication
to help them, what does that mean to you as a clinician?

24 It definitely is a little bit of a red flag. I think you have to be a little bit more diligent to
make sure there are no diversion or abuse of these medications. We, at my clinic, have a controlled
substance agreement where they sign it. There's certain things that we request, liks random drug
screens or any other lab work. If they want to get their prescription filled, they have to sign our
agreement,

8 Q. You have an agreement, Random drug screens. Do you also check the PMP --
12 Yes, That is mandatory.

13 0. Mandatory?

14 Yes,

15 Q. When you say mandatory, what does that?

16 We must check their PMP when there is initiation of Schedule 2, or unscheduled
prescription, and I belleve every three months during treatment as well,

20 Q. Okay. Every three months, So every three months that you continue lo see the

patient, you kave to check —
23 Yes.
P.67

20 So in my opinion, 1 feel like baseline labs are very helpful just to kind of establish what the
baseline Is, especially when they are taking medications that can have metabolic effects like the
anti-psychotics and to rule out any other medical issues that could contribute to symptoms, like a
thyroid Issue or other hormonal imbalance. So it's just a good practice to get lab work done when
you can (o establish a baseline.
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P.68

3 Q. How often would you order lab work?

4 In my practice, I try to get lab work done during the initial evaluation, 1f the patient says
they've seen a primary care, I'll try to request records, so I have it in my own chart.

8 Q. Did you see evidence then of Dr. Okeke ordering baseline or routine lab work or
conditioning?

10 I do not pegall seeing any lab results In the chart,

12 Q. So your opinion, would that be fallure to follow the standard of care?

14 T'would say yes.

19 Q. Didyou have concern regarding Dr. Okeke's monitoring of the potential medical
Interactions for these drugs?

22 1 did, just because of the dosages and how it can be, [ guegs, cumulative, the effects of
sedation and whatnot and some cognitive dulling.

P.69
17 Q. What Is your opinion regarding Dr. Okeke's use of the Nevada Prescription Monitoring
Program for Patient A?

20 I don't think I can remember seeing he checked the PMP or not. Once you check the PMP,
it will log your patient request history, and 1 didn't remember sesing that.

24 Q. So based on vour recollection, ke didn't check the PMP for the patient?
P70
1 Ldon't think so,

2 Q. Justso we're clear, [ think earlier you said something about a law that requires the PMP
to be checked. Do you remember when that law went into effect?

7 1 don't remember.
8 Q. Would it be helpful if I said it might have been 20177
10 Yes,

11 Q. Ithink, at least the notes that I reed, show the concern maybs wasn't in the initial visits
with her, but in 2018, he should have been checking -- So if | help you with remembering the status
of the law change, would it be at least part of the treatment? Maybe he didn't have to look at the
FMP, but at least at some point during the treatment, if he hasn't, he would have had to have?

21 Yes.

22 Q. As of May 2019, was It required to look at the PMP?

24 Yes.

25 Q. So ke saw the patient through May of 2019. He should have been looking at the PMP
at that time frame, at least?

3 Yes.

P.76

18 ... And 5o I feel like this is an 8 the template system, 1t seems like the
current medications may have been mislebeled, and it's a runping history of everything that she had
been prescribed before,

23 Q. If you look at the treatment plan about halfway through, it says - it appears that
pechaps there's an error in the record with regards to the gender of the patient. Ses where it says,
patient was educated on the dangers of alcchol to him, physical heatth, and his symptoms. Do you
gee that?

4 Yes, I ses that,
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P.78

| Q. So let's turn to the next visit, August 14, 2017, and if we go to NSBME 0046, So wa
have that list of current medications, Is it your understanding those are what she's currently taking,
or are you still thinking that's a list of the things she tried?

7 Yeah, ] belleve that's the list of things she's trled.

9 Q. Why would you think that?

10 Because Adderall is listed four different times at four different doses. f she was laking It
all at the same of the recommended dosaging. There are a few different anti-psychotics. So it
wouldn't be the practice to be on four different antl-psychotics, but yeah,

16 Q. Sounds like this Isn't an accurate list then?

17 No; not of current medications.

18 Q. 5o then, {f'we turn to NSBME 0048, we see treatment medications, and that continues
to 0049, Are you thinking those are new medications?

21 I believe those are the current medications,

22 Q. So that's what she's taking today?

23 Yes, [fyou look above in the treatment plan, If we look, same note, patlent was encouraged
to stay clean from alcohol, Patlent was educated on the dangers of alcokol to him.

2 Does that appear to be the same note from before?

4 Yes,

P.B2

7 Q. And I'm asking Dr. Chen if there were changes made to the treatment plan mede for the
plaintiff based on her complaint that day?

10 From reviewing my notes, 1 had guestions because Adderall was added to the treatment
medications without any discussion as to why.

19 Q. Okay. You would expect to see discussion about the addttion of that?

21 Right,

22 Q. What kind of discussion?

23 Just indicating what it Is being used for. Of course it's an ADRD medication. That should
be reflected In the updated diagnoses. It also was a little bit of a red flag to me because in that
chlef complaint section, she had been complaining of anxiety, nervousness. It sounds ltke -
(Continued inaudible) exacerbate these symptoms if prescribed incorrectly, [ guess.

13 Q. Just so I'm clear. Is Adderall given to people that don't have ADHD?

I5 There have been some off-label uses to help with mood, I would say, in the elderly or other
populations, but there's no actual FDA spprovel, though.

18 Q. So ifit's added, you would want to see a discussion somewhere in this record, why it's
being added, and also something added to the assessment that supports the diagnosis for doing
that?

22 Yes, Something like a rule-out, or something to explain why Adderal! was added on in
light of these symptoms that were reported in the subjective section.

P.84

9 Q. And if we look at the diagnosis here, what does N-O-S mean?

11 it stands for "not otherwise specified,” but that terminology has been replaced with the
DSM-5.

13 Q. So here, we see substance abuse more generic and others we've seen aicohol?

15 Right.

16 Q. Do you have any concerns about this report at all?

18 Just the diagnoses, yeah, since they are accepted in the DSM-S5, it should be a little bit
more specific,
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P.86

16 Q. Let's keep going. So if we look at NSBME 0083, this is Masch 6, 2018, and here she's
talking about increasing the dosage of Adderall and stopping the Vivitrol?

20 Yes.

21 Q. Do you see that the medications were changed based on this conversation?

23 I do.
24 Q. Do you see a medical reason documented for that change?

P.87

1 Idon't

2 Q. In your practice, if a patient came to you and seid, I'd like to increase my medications,
what would you do?

5 I would ask why do you feel that's necessary. What symptoms would you like to target,
Just those baesics,

8 Q. And would you note those in the records?

9 Yes,

10 Q. If they didn't have an answer, what would you do?

12 I probably would take a look at the overall picture and see if it's necessary or not. Try to
figure out a reason they're requesting such a change in medications.

16 Q. Normally, you would say it's not the standard of care to change medications without
documenting I, it sounds Jike?

19 Right,

20 Q. And there needs to be a justification for the change?

22 Correct,

P.88

13 Q. If we move on to April 3rd, 2018, and this is NSBME 0090, * * * Here, it sounds like
ghe's having some anxiety and other symptoms. Do you see changes of medications for the patient
in this visit?

22 The Trazodone was increased back up to 150 milligrams.

24 Q. And that wag from 50, it looks like?

25 A hundred.

P.89

H Q. No. A hundred. 1s thet a significant increase?

3 Not in my opinion, no.

4 Q. Would you expect, though, to see that documsented, the reason for changing it?
] Yes.

7 Q. Do you see that documented here?

8 No,

9 Q. 1suppose we see the patient's complaints, but is that enough to document a change, just
the patient's?

11 1 just don't see it mentioning anything about sleep.

13 Q. And that's what you would expect to see to increass that?

I5 Right.

20 Q.g ‘What do you see happened with regards to her medication on thig visit?
22 Her Valium was increased to 7.5 milligrams twice per day.

24 Q. Okay. 7.57

25 Yes.
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P.90

| Q. And is there documentation for the reasons for that?

3 It did state thet shs had been taking this same dose at 5 milligrams twice & day for over 10
years.

5 Q. So it was increased, but it hadn't been that before?

7 She had been on 5 milligrams twice a day for, it appears, over 10 years, and so now, since
she was having more anxiety symptoms, 1 can only imagine that's why it was increased.

11 Q. But you're guessing?

12 Yes,

P91

16 Q. 1don't see a change in the multi-axial on Page 0107. Would that be necessary?

18 Given her diagnoses, I probably wouldn't have her on an anti-depressant, but I guess we
could change her current episode would be depressed instead of manic,

21 Q. So it sounds like then the medications aren't probably what you would want prescribed?
23 Correct, but -

24 Q. But at least there's justification for them?

25 There is, but the only thing would be to change the diagnosis since she's not in a current
manie episode.

P92
3 Q. Okzy. That hasn't been updated. What would you expect it to say?
5 Bipolar disorder or update it with current episode depressed.

P.93

19 1 think the issue here was that she had a selzure while she was in the hospital, and [ feel
because there are cerlain medications that could decrease the

seizure threshold that she has been prescribed later on.

24 Q. If we look at NSBME 0130, it says no history of seizures there?

P l94

1 Right.

2 Q. But that's not accurate anymore?
3 Correct.

P97

19 Q. [ would then look at NSBME 0138, This is a visit dated October 19, 2018. Y'm sotty.
Can we go back to the previous visit, 0135, and I note on that page, the neurologic still shows no
history of seizures. Do you see that?

23 Yes,

24 Q. So that's still not accurate?
25 Correct,

P98

l Q. Would you say that might be a use of a template just not being updated?
3 Yes, Another pitfall of templates,
25 Q. Do you see on Page 0140 under neurologic, stll has no history of selzures?

2 Correct,
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15 Q. Ido note on NSBME 0150 the same error of no seilzures Is there?
17 Correct.

P.100

6 Q. So the Valium was removed. But I still note NSBME 0155 still shows no history of
seizures?

8 Correct.

9 Q. And the multi-axial says current episode manic, 0156, Would that be right?

i1 Probably not qfter a suicide attempt.

12 Q. So was there any documentation regarding the Valium other than, § guess, the chief
complaints?

14 No.

15 Q. Are there any other concema that you have of this visit?

17 So the Adderall was changed to 5 milligrams twice a day. I'm not concerned about that,
but there's still no diagnasis of ADHD.

20 Q. So you swere concerned with the continued use of Adderall without medical
Justification?

22 Right
P.10]

k! .. . Looks like the next visit we have with Dr, Okeke is NSBME 0172, and it's a visit
dated January 25th, 2019. What happened with the patient at this visit?

7 She was not doing too well as far as mood goes and struggling with some sleep issues.
9 Q. Sounds like she might also have been anxious or tense?

B Right. Anxiety.

12 Q. What happened with her treatment plan?

13 Belsomm was started for sleep, and Fanapt was given as samples to see if that would help
with psychosis or mood stability.

16 Q. Did you feel like this was adequate justification for those changes?

18 A. For the Balsomza, yes.

19 Q. Did you have other concerna?

20 1 didn't see any mentlon of why the Fanapt was chosen.

22 Q. Did you tell us what Fanapt is used for?

23 Fanapt is an enti-psychotic, but it can have Indication to treat bipolar symptoms,
25 Q. What would you expect to ses symplom-wise that would justify it?

P.102
2 1 would probably want to treat any mood instebility, any mood swings, hypomanic,
depression, Just help with mood overall. Because there wasn't mention of mood as much as there

was of anxiety.

P.103

3 Q. And I see a note that says dlscuss tapering down Vallum, but it doesn't look like Valium
was prescribed,

6 Yeah. It wasn'tin the current treatment medication ~

1t

1t
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P.106

I1 Q. So then the next vigit that we have is NSBME 0200, and this is dated April 24, 2019.
And the presenting problem there says client has been distraught since her marriage divorce. This
is the firse time that we've seen the patient was married,

17 Right,

18 Q. 1think recently it was a boyfriend breakup?
19 Right.

P.107

L Q. Okay. NSBME 0202 is the same date, April 24, 2019. This is an adult bio-
psychosocial assessment. Do you have any concens regarding this report?

10 No. With the diagnoses again, it's not very clear.

12 Q. That's on 02047

13 Yes.

14 Q. And you're saying that's not clear the multi-axiel assessment?

16 Yes. It's just with the bipolar disorders kind of contradicting each other,

18 Q. Because it says current episode depressed and current episode manic in the same?
20 Yes,

21 Q. You wouldn't write it that way?

22 1 would put a mixed episode or just leave it as a Bipolar Disorder Type 1.

16 Q. The next visit looks like NSBME 0205, and it was a visit dated May 9, 2019?

18 Yes.

19 What happened with the patient on this day?

20 This was just a therapy note, so there wasn't much mention of what was going on.

22 Q. Okay. I do note, though, if you look under vital signs, there's like in the middle of 2
paragraph, there's symbols thet are herd to read. Do you see those?

P.109

1 Yes.

2 Q. So that would be hard to decipher what's going on thers?

4 Right.

5 Q. And I see the same assessment for the diapnoses that are conflicting, where it says
manic and depressed?

8 Correct,

Cross Examination of Dr. Chen by Mr. Agwars, Counsel for Dr. Okeke

P.115
1 Q. Okay. Now, moving on. WWhat recommendations would you make to Dr. Okeke going

Jorward based on what you identified as some of the concerns you kad? What would you

recommend that he do different?
5 I guess my main concern was just the documentation and having a clear understonding of

the rationale or medical decision-making. Ifeel Ii's important if there's another physician looking
at your notes, it be a liitle more clear as to why you made changes to the treatment plan.
11 Q. That's your major concemn. Any cther concerns’?

11
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13 1 guess just dealing with the patient population who do have a history of self-infurious
behaviors, suicide attempts, substance abuse, I would reaily want to see more of a holistic
approach — not kollstic, but a whole approach as far as getting therapy on board; looking at A4,
NA for relapse prevention. Just trying to cover all the bases and provide as much support as she
can maintain for recovery, in addition to stabilize her mental health,

2 Q. And that would be a judgment call, correct?

23 Yes

24 Q. Now, would you agree with me that {f another physician looked at your records that
they could disagree with some of how you practice -

P.116

2 Yey, for sure. I'm sure they would,

3 Q. Was there anything that you saw in your review that endangered the patient's life?

5 I guese my main concemn i just all the different medications she was taking and maybe not

getting a clear history of the medical prescriptions that she was elso on, I know there were times in
that one drug screen, I do remember, I believe it was positive for opiates, so kind of wondering that
whole picture as far as medical treatment and how that plays into her psychiatric care was a
concem.

13 Q. I didn't ask about your concern. My question was whether or not you saw something
that posed a threat to the patlent's life that Dr. Okeke did?

16 To answer that, I guess the combination of medications may have posed a threat,

18 Q. I do recall you stated in your testimony that the list of medications may be a function of
the software, and it maybe llsted more medications than the patlent was taking?

22 Cortrect.

23 Q. So with that in mind, I'll ask you the question one more time. Did you see anything
that Dr, Okeke did as a physician that endangered this patlent’s life? Not your concerns.

P. 117

2 I'd say no, not from reading the notes, but ~

3 Q. Thank you.

4 Aguain, those concerns I've already listed.

5 Q. Do you know how long Dr. Okeke saw this patient?

7 I believe the first evaluation was back in 2014, So the initial psychiatric evaluation was in
October 0f 2013. And then I think she lost treatment for & while, and popped back up in July 2014,
and then off and on since then.

12 Q. Is there a reason why you started or limited your review and your testimony today,
starting from 20177

15 I'm not quite sure,

16 Q. You're not sure of the reason, or you're not sure of what?

18 I'm not sure why everything started after 2017,

20 Q. So that wasn't your decislon?

21 No.

P.119

5 Q. You said you see a lot of this with a [ot of your colleagues, and you think the people
who do this are wrong, or do you think they're making stuff up? What exactly are you trying to
say?

9 So I guess what I'm saying is, if there isn’t much change from visit to visit, I would say
there haven't been any changes. The patient reports to be doing well. No suicldal thoughts, no )
homicidal thoughts, Iguess in his notes, it did list a lot of review of symptoms that, you know, it

12
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h could be better summarized there were no changes, patient is doing well, instead of all these

different symptoms that I don't know were these questions asked or not.

I8 Q. Soyour concern Is not with the similarity of the notes on the three different dates, but
with the questions that may or may not have been asked; Is that correct?

22

23 Q. Okay. Thank you. Let me ask you this: Is there a recognized Industry-wide standard
Jor sufficiency of justifications for changing prescriptions or increasing or decreasing dosages?

4 Q. When is that enough? We went through alotof records wnh you, and on many of
them, you actually agreed with Dr, Okeke, but on soms of them, you said, well, you didn't think
that the explanations for why a drug was added or removed was sufficient. That's what I'm asking.
Is there a standard for what is considered adequate explanation?

12 I would say with mayhe lesser medications that are not controlled substances, it may not be
a3 important, but given the patient's history and there wasn't 2 diagnosis of ADHD, and then
Adderall just popped up on her treatment regimen, that was conceming to me,

18 Q. Why was it concerning to you?

19 Just in light of her other diagnoses that were listed without a clear reason to have the
Adderall, It could exacerbate her manic symptoms or anxiety, further worsening her mental state,
23 Q. Would you agree that Adderall is used to treat aggression?

25 It can be off-label,

P.121

I Q. Is it your testimony that you did not see depression es a diagnosis in thig patient’s — in
the notes that you reviewed?

4 Her main diagnosis was bipolar disorder.

5 Q. Ididn't ask about main,

6 A person with bipolar disorder, there is depression, and there are periods of mania or
hypomania.

8 Q. So there was depression, correct?

9 But it isn't standard of care to treat bipolar with Adderall,

11 Q. No. I'm just asking. Did this patient suffer from depression or not?

13 Yes.

14 Q. You already testified that sometimes you can use Adderall to treat depression; Is that
correct?

16 It would be off-label use.

17 Q. But acceptable use?

18 With good reason,

19 Q. Js that a yes?

20 With good reason.

P.I122
22 Q. Okay. Now, let mo ask you this; Is it your testimony that because the records do not

show discussions between Dr, Okeke and the patient that that means there were no such
disoussions?

P.123
l No,
2 Q. Okay. You're just saying the records did not reflect some discussions that you would

have liked to see; is that correct?
5 Yes.

13
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| 6 Q. Is it your tegtimony that Dr. Okeke should have run the patient's PMP on every visit?

8 Not every visit. The standard is upon initiation of controlled substance, and I would ssy
every three months during treatment.

11 Q. And during your review, did you find that that wasn't the case?

13 1 found that wasn't the case just because in that report that, I think Kim Friedman had
requested, it didn't look like Dr. Okeke had requested any during the treatment time, but [ could be
mistaken, I just didn't get that information,

i P.124

8 Q. Okay. Now, on how many occasions did you note changes without an explanation? I
mean, {f you don't have that number, that's fine.

11 I don't have that number, unfortunately, but | lad made notes to myself, but there were
definitely, I'd say over 10 times, as a guess.

14 Q. 10 out of how many? Would you say the majority of times?

16 I would say the majority of times where there were changes, there wasn't a rationale.

18 Q. Are you sure?

19 Yes.
20 Q. Okay. Do you want us to review every single one?
22 No,

23 Q. I'm okay if you don't know if it's a majority or not, but if you're stating it's a majority --
25 Ldon'tkmow. Idon't know. [ don'tknow, Iknow there was enough times that it was

confusing for me to understand the process he was using,

P.125

3 Q. Okay. That's fine, Now, is it your testimony in the chief complaint section that the
complaints by the patient are not sufficient explanations for changing prescriptions or reducing the
dosage or increasing it?

7 There were definitely some notes which highlighted the symptoms that she was
complaining of that did warrant medication changes, but not all of them.

P.127
15 Q. What you're saying is you would not have chosen Adderall to treat the depression?

17 Yes. [ would not have,

18 Q. And why is that?

19 Because, of course, bipolar is different than major depression, and with her history of
having, I gueas, there was an indication there was psychotic symptoms before, the Adderall could
exacerbate that, and also could exacerbate her anxiety symptoms.

Closing Argument by counsel for Dr. Okeke

P.139

22 I will give you this much, that with respect to PMP, my client understands and
acknowledges that ke probably did not check as often as he should have, He has made a lot of
changes in his practice, and he kas now made thet a frequent practice to check PMPs.

1
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P.140

2 As I pointed out in the beginning, in my opening statement, he has taken quite a few CEUs
b terms of recardkeeping and syfficiency of records. And to the extent that some of the records do
not have adeguate notes in regards to the reasons to changing dosages, those have all - well, I
shouldn't say they have been changed because you can't change them in the past, but going
Jorward, ke has adopted new changes, and he's now doing a lot more to explain reasons why he
would change the dosage or the prescriptions.

Beyond the testimonial evidence and exhibits referred to therein, Exhibit 14 is a
collection of articles printed off and contributed to the IC's case by Dr. Chen. While the
hearing officer discussed those articles with Dr. Chen on the record, (see below), she did
not testify substantively about any of those articles. The hearing officer has reviewed
them. In general, the articles are not helpful, Had Dr. Chen testified about them, some of
the articles may have been quite helpful, especially to a part of this case that is somewhat
troubling to the undersigned hearing officer. In particular, the MSDP Standardized
Documentation Training Manual’s Psychiatry/Medication Progress Note may have been
significant to this case. It appears to give a sound example of best practices (and thus
possibly an applicable standard of care) for note-taking for psychiatrists. However, like a
couple of the other documents' included in Exhibit 14, Dr. Chen did not testify as to
whether such practices are the standard of care applicable in this case.

1

FINDINGS AND CONCLUSIONS OF THE HEARING OFFICER

1, Malpractice,
The Complaint on file alleges that Dr. Okeke malpracticed by committing the acts

alleged in paragraphs 2-14 thereof. Specifically, the malpractice is alleged to have
occurred when Dr. Okeke: failed to justify the use, increese and decrease, and then
subsequent increases in dosages of Patient A’s medication; prescribed a combination of

controlled substances without documenting the medical justification or rationale; failed to

! The Flow Chart For The Initial Prescribing Controlled Substances Under AB474 document, and the article
entilled Standard-of-Care Testimony; Best Practices or Reesonable Care? both could have been helpfirl
evidence had Dr, Chen tastified a3 to whether those {tems define the standard of care applicable to Dz, Okeke
in light of the allegations in the Complaint,

15
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review the PMP report prior to, during, and after the encounters with Patient A; failed to
assess Patient A*s concurrent medication interactions; failed to assess Patient A for
possible drag abuse, drug diversion or any other non-medical related activity; failed to
assess Patient A for possible drug screens on a consistent basis, and; faiied to diligently
monitor potential medication interactions in Patient A’s changing treatment plans.

The legal definition of malpractice generally applicable here is the failure of &
physician, in treating a patient, to use the reasonable care, skill, or knowledge ordinarily
used under similar circumstances. NAC 630.040. That definition requires evidence
proving what a physician using the reasonable care, skill, or knowledge ordinarily used
under circumstances similer to those under which Dr. Okeke was treating Patient A would
have implemented, thus showing that Dr. Okeke failed to use such reasonable care, skill, or
knowledge. Put most simply, the IC’s evidence must prove that Dr, Okeke's treatment of
Patient A fell below the standard of care, It follows that proving just what the standard of
care is must be & necessity in order to show that Dr. Okeke fell below that standard.

“Standard of care” was mentioned five times in Dr. Chen'’s testimony. Each of
those is reviewed here.

The first mention is at page 47 of the transcript. Counsel asked Dr, Chen for her
“overall opinion” of Dr. Okeke's treatment of Patient A. Dr. Chen stated that ghe:

felt there were some areas that fell below the standard of care, especially

regarding the thoroughness of documentation. When I was reviewing it,
I did have some difficulty, kind of, deciphering his medical decision-making,

Counsel then asked “When you say documentation, what do you mean by that? Dr.
Chen responded that:

Just from looking at the progress notes, it was really hard for me to get a
good grasp of her symptomatology. It was difficult to see how severe her
symptoms were at what specific time. There were medication changes that
I couldn't decipher the justification for. And I just felt thoze areas were

Iacking.
This testimony is helpful and certainly important in determining facts which are

critical to this case. Although it does not define the applicable standard of care.

1s
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presentation of the evidence, which begins on page 67 of the transcript:
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Q. 8o did you see evidence in your review of the records in this case that Dr.
Okeke did the random urine drug screens that you were talking about?

A. T believe there were instances where I did see a urine drug screen, yes.
Q. Was it as frequent as you think it should have been?

A. That's up to the provider. I would say once a year at the very least would be
sufficient.

Q. Did you see that in this case then?

A. Tt's hard for me to recall the specifics as far as when they were ordered and how
frequent. Iknow there was at least ons that I saw.

Q. At least one?
A. Uh-huh.

Q. What about your opinion regarding his ordering a baseline or routine lab work
for the patient?

A. So in my opinion, I feel like baseline labs are very helpful just to kind of
establish what the baseline is, especially when they are taking medications that can
have metabolic effects like the anti-psychotics and to rule out any other medical
issues that could contribute to symptoms, like a thyroid issue or other hormonal
imbalance. So it's just a good practice to get lab work done when you can to
establish a bageline.

Q. How often would you order lab work?
A. Inmy practice, I try to get lab work done during the initial evaluation. If the
patient says they've seen a primary care, I'll iry to request records, so I have it in my

own chart,

Q. Did you sce evidence then of Dr. Okeke ordering baseline or routine Iab
work or conditioning?

A. I do not recall seeing any lab results in the chart.

Q. So your opinfon, would that be faflure to follow the standard of care?

17
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A. T would say yes.

Q. 1think we've talked about the multiple drugs that the patient was taking. Do
those have interactions with each other?

A. They definitely can,

Q. Did you have concern regarding Dr. Okeke's monitoring of the potential
medical interactions for these drugs?

A. 1did, just because of the dosages and how it can be, I guess, cumulative, the
effects of sedation and whatnot and some cognitive dulling.

Q. When you say dosages, what do you mean? High dosages?

A. High dosages and just the different medications that have that same side effects.
So it's kind of a synergistic effect, I would say.

Q. You mean two medicines with the same kind of effect, like a sedating effect?
A, True, Yes.

Q. And you would want to note that?

A. Yes. Or atleast discuss it with the patient. 1t seems like she had a high
tolerance to some of these medications, but there might be counteracting others, or

you know, causing different effects canceling each other out.

Q. Did you see discussion about that in Dr. Okeke's records regarding this patient?

A, No.
This testimony is critical in that Dr. Chen answers the direct question of whether

Dr. Okeke failed to follow the standard of care. However, some of Dr. Chen’s surrounding
testimony can leave questions ag to whether she is testifying as to standard of care, or
simply her own opinion of best practices, which can differ in that Dr. Chen’s practices may

be higher than the standard of care. And again., the standard of care is not set out here.

The third mention of standard of care came up at page 72 of the transcript in a legal

argument between counsel about whether hearsay evidence was admissible. This mention

of the standard did not address any substantive matter in the case.

18
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of Dr. Chen explaining how she compiled the list of documents the IC presented as Exhibit

14. Her testimony was as follows:
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As with my peer-review, obviously, I kind of have my own opinion, and
then I look for things on the internet that could support my opinion. So
that's where these came from. There are guidelines as well for my own
research as to what other people may be doing as far as standard of care.

HEARING OFFICER WOODMAN: How does anyone know that what
you are relying on here -- if you're doing an internet search, how do we
know what you're using and relying on is reliable, is credible, and that it
should be a part of the basis of your opinion?

THE WITNESS: I definitely see where you're coming from. Like ] sald,

1 formulate my own opinion first, and then I try to find supporting evidence
to put into my review as the Board wants to review materials. So they can
See my train of thought and see how others can review these same issues,

I guess.

HEARING OFFICER. WOODMAN: In the list, which I see 10 articles
listed, correct?

THE WITNESS: There are certain articles that I was able to print out.
1 guess, for sake of paper, there are these practice guidelines. 2 and 3
are exhaustive -«

HEARING OFFICER WOODMAN: I understand that, but there's a list
of 10 items that you used for your peer-reviewed materials?

THE WITNESS: Yes.

HEARING OFFICER WOODMAN: As the doctor that your CV tells us
that you are, is anything -- are any of these items in 1 through 10, did you
have any concerns with the reliability or credibility of anything listed
there in 1 through 10 in your professional medical opinion?

THE WITNESS: I mean, ] belleve there are some that I would really take
with a grain of salt, but I think it's helpfid, Ididn't really understand the
legal process myself, so I thought It was responsible of me to look at how
the law and medicine integrate together.

HEARING OFFICER WOODMAN: So anything in that list, 1 to 10, that
you have any concerns with, if any of that was being reviewed by the Board
itself, the state Board?

19
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THE WITNESS: 1don't think I would have any concerns.

This conversation gives some pause to the hearing officer. As mentioned, while
Dr. Chen’s CV proves she is a very accomplished medical professional, and her
appearance and testimony at the hearing did not detract therefrom, it is not clear whether
some of her testimony was based on her own perception of best practices, as opposed to
the actual standard of care. And again, from her demeanor at the hearing, this hearing
officer would not be surprised in the slightest to discover that Dr. Chen’s opinions on best
practices may well exceed the standard. In faimess to Dr. Okeke, the standard of care
against which he is measured must be clear. And if Dr. Chen is holding Dr, Okeke to her
own best practices standards, and those are higher than the actual standard of care due a
patient from her physician, then we are using the wrong yardstick to measure.

The fifth and final mention of the standard appears at page 121 of the transcript,
This was Dr. Chen’s testimony on cross-examination by Dr. Okeke’s counsel (beginning at

page 119):

Q. Okay. Thankyou. Let me askyou this: Is there a recognized industry-wide
standard for sufficiency of justifications for changing prescriptions or increasing
or decreasing dosages?

A. There's not a standard, but I believe it's good practice to spell out your
thinking process.

Q. When is that enough? We went through a lot of records with you, and on
many of them, you actually agreed with Dr. Okeke, but on some of them, you
said, well, you didn't think that the explanations for why a drug was added or
removed was sufficient. That's what I'm asking. Is there a standard for what
is considered adequate explanation?

A. I'would say with maybe lesser medications that are not controlled substances,
it may not be as important, but given the patient's history and there wasn't a

diagnosis of ADHD, and then Adderall just popped up on her treatment regimen,
that was concemning to me.

Q. Why was it concerning to you?

20
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A, Just in light of her other diagnoses that were listed without a clear reason to
have the Adderall. It could exacerbate her manic symptoms or anxiety, further
worsening her mental state,

Q. Would you agree that Adderall is used to treat aggression?
A, It can be off-label.

Q. Is it your testimony that you did not see depresslon as a diagnosis in this
patient's — in the notes that you reviewed?

A. Her main diagnosis was bipolar disorder.
Q. [ didn't ask about main.

A. A person with bipolar disorder, there i3 depression, and there are periods
of mania or hypomania.

Q. So there was depression, comect?

A, Butit Isn't standard of care to treat bipoiar with Addersll,

Q. No. I'm just asking. DId this patient suffer from depression or not?
A, Yes,

Q. You already testified that sometimes you can use Adderall to treat
depression; is that correct?

A. Tt would be off-label use.
Q. But acceptable use?
A. With good reason.

Q. Is that a yes?
A. With good reason.

Here we have the IC’s expert witness testifying that: i) there is no standard of care
with regard to “justifications for changing prescriptions or increasing or decreasing

dosages” (thus nullifying the ellegations in subparagraph “1)” of paragraph 18 of the
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Complaint); ii) it is not standard of care to treat bipolar with Adderall, and; iii) with good
reason, Adderall could be used to treat depression, off label.

This testimonial exchange highlights the hearing officer's concerns about some of
the melpractics allegations in this case. While a generic legal definition of what the
standard of care i8 can be found in the NAC, a psychiatry-specific definition of that
standard is not within the record of this case. The hearing officer is left not knowing just
what is “the reasonable care, skill, or knowledge ordinarily used under similar
circumstances™ to those of Dr. Okeke. However, there are other indications that are
helpful, as set out below.

We do know from Dr. Chen that: she felt generally that Dr. Okeke fell below the
standard of care regarding the thoroughness of documentation; she did not recal] seeing
gny lab results in the chart, nor did she see evidence of Dr. Okeke ordering baseline or
routine lab work or conditioning, and accordingly she “would say™ that Dr. Okeke fell
below the standard in this regard, and; treating bipolar with Adderall is not within the
standard of care. But to be clear, according to the record, the hearing officer must either
take Dr. Chen at her word on what she said did not meet the standard, or must find that,
because the standard wag not established, Dr. Okske cennot be found to have breached it.

All of this confusion aside, and as alluded to above, there is yet another legal hurdle
for Dr. Okeke to overcome in the question of whether he committed malpractice. The
PMP is mandated to be reviewed regularly. Dr. Okeke’s counsel acknowledges that this
was not done.? Because of its import, and the resulting legal requirement to review iton a
continuing basls, the failure to do so must be a failure to use the reasonable care, skill, or
knowledge ordinarily used under similar circumstances. In this regard, Dr. Okeke did fall
below the standard, and thus did commit malpractice. Hence, this hearing officer finds that

Count I of the Complaint is proven.

1 Ses Factual Evidence above, where Dr. Okeke’s counsel stated that:

1 will give you this much, that with respect to PMP, my client understands and
acknowledges that he probably did not check as often as he should have. He has made a lot of
changes in his practice, and he has now made that a frequent practice to check PMPs.
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2. Failure to Maintain Propet Medical Records.
NRS 630.3062(1)(a) states that the failure to maintain timely, legible, accurnte and

complete medical records relating to the diagnosis, treatment, and care of a patient is
grounds for initiating disciplinary action against a licensee. While there are a number of
questions in the evidence of this case s to if and how Dr. Okeke malpracticed, the record

is quite clear that he did not keep adequate records, His counsel stated:

As I pointed out in the beginning, in my opening statement, he has taken quite a few CEUs
in terms of recordkeeping and sufficiency of records. And to the extent that some of the
records do not have adequate notes in regards to the reasons to changing dosages, those
have all .- well, I shouldn't say they have been changed becouse you can't change them in
the past, but going forward, he has adopted new changes, and he's now doing 2 lot more to
explain reasons why he would change the dosage or the prescriptions.

Accordingly, it cannot reasonably be challenged that Dr. Okeke failed with regard
to his recordkeeping. The fact that he is working to improve his records practice is no
doubt an important precipitate of this proceeding. Count I of the Complaint is thus
proven.

Finally, with regard to credibility of witnesses, this HO found the 1C’s two
wilnesses to be completely credible at all times. While Dr. Chen will - assuming she
continues to testify as an expert — learn more about the process of establishing a foundation
of and definition for the applicable standard, her presentation lefl the hearing officer no
question as to whether she was credible, and that she had no inappropriate motive in her
participation in the case. Accordingly, the hearing officer finds no reason to question the

testimony as presented. The IC has thus proven its two Counts alleged in the Complaint.

Respectfully submitted this 16th day of November, 2022,

Charles B. Woodman, Hearing Officer
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BEFORE THE BOARD OF MEDICAL EXAMINERS

OF THE STATE OF NEVADA
F ko R E

In the Matter of Charges and Complaint Case No. 22-22461-1

Against: E_lLtD
Respondent. NEVADA STATE BOARD OF

MEICAL EXAMINERS
By: {
SETTLEMENT AGREEMENT

The Investigative Committee (IC) of the Nevada State Board of Medical Examiners
(Board), by and through Sarah A. Bradley, J.D., MBA, Deputy Executive Director for the Board
and attorney for the IC, and Matthew Obim Okeke, M.D. (Respondent), a licensed physician in
Nevada, assisted by his attorney, Liborius Agwara, Esq., of the Law Offices of Libo Agwara, L.td.,

liereby enter into this Settlement Agreement (Agreement) based on the following:'

A, BACKGROUND

1. Respondent is a medical doctor currently licensed in active-probation status by the
Board pursuant to Chapter 630 of the Nevada Revised Stamtes (NRS) and Chapter 630 of the
Nevada Administrative Code (NAC) (collectively, the Medical Practice Act) to practice medicine
in Nevada. His license was originally issued on September 6, 2013 (License No. 14957).

2, On September 13, 2022, in Case No. 22-22461-1, the IC filed a formal Complaint
(Complaint) charging Respondent with violating the Medical Practice Act. Specifically, the
Complaint alleges one (1} violation of NRS 630.306(1)(1) Failure to Report Criminal Action. By

reason of the foregoing, Respondent is subject to discipline by the Board as provided in

NRS 630.352.

I All agreements and admissions made by Respondent are solely for final disposition of this matter and any
subsequent refated administrative proceedings 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, state or federal civil or eriminal proceeding, any state or
federal coutt proceeding, or any credentialing or privileges matter.
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3. Respondent was properly served with a copy of this Complaint, has reviewed and
understands this Complaint, and has had the opportunity to consult with competent counsel
conceming the nature and significance of this Complaint.

4, Respondent is hereby advised of his rights regarding this administrative matter, and
of his opportunity to defend against the allegations in the Complaint. Specifically, Respondent has
certain rights in this administrative mater as set out by the United States Constitution, the Nevada
Constitution, the Medical Practice Act, the Nevada Open Meeting Law (OML), which is
contained in NRS Chapter 241, and the Nevada Administrative Procedure Act (APA), which is
contained in NRS Chapter 233B and 622A. These rights include the right to a formal hearing on
the allegations in the Complaint, the right to representation by counsel, at his own expense, in the
preparation and presentation of his defense, the right to confront and cross-examine the witnesses
and evidence against him, the right to written findings of fact, conclusions of law and order
reflecting the final decision of the Board, and the right to judicial review of the Board’s order, if
the decision is adverse to him.

3. Respondent understands that, under the Board’s charge to protect the public by
regulating the practice of medicine, the Board may take disciplinary action against Respondent’s
license, including license probation, license suspension, license revocation and imposition of
administrative fines, as well as any other reasonable requirement or limitation, if the Board
concludes that Respondent violated one or more provisions of the Medical Practice Act.

6. Respondent understands and agrees that this Agreement, by and between
Respondent and the IC, is not with the Board, and that the IC wili present this Agreement to the
Board for consideration in open session at a duly noticed and scheduled meeting. Respondent
understands that the IC shall advocate for the Board’s approwval of this Agreement, but that the
Board has the right to decide in its own discretion whether or not to approve this Agreement.
Respondent further understands and agrees that if the Board approves this Agreement, then the

terms and conditions enumerated below shall be binding and enforceable upon him and the Board.

i
i
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B. TERMS & CONDITIONS
NOW, THEREFORE, in order to resolve the matters addressed herein, i.e., the matters

with regard to the Camplaint, Respondent and the 1C hereby agree to the following terms and

conditions:

L. Jurisdiction. Respondent is, and at all times relevant to the Complaint has been, a
physician licensed to practice medicine in Nevada subject to the jurisdiction of the Board as set

forth in the Medical Practice Act.
2. Representation by Counsel/Knowing, Willing and Intelligsent Agreement.

Respondent acknowledges he is represented by counsel, and wishes to resolve the matters
addressed herein with said counsel. Respondent agrees that if representation by counsel in this
matter materially changes prior to entering into this Agreement and for the duration of this
Agreement, that counsel for the IC will be timely notified of the material change. Respondent
agrees that he knowingly, willingly and intelligently enters into this Agreemnent after deciding to

have a full consultation with and upon the advice of legal counsel.

3. Waiver of Rights. ln connection with this Agreement, and the associated terms

and conditions, Respondent knowingly, willingly and intelligently waives all rights in connection
with this administrative matter. Respondent hereby knowingly, willingly and intelligently waives
all rights arising under the United States Constitution, the Nevada Constitution, the Medical
Practice Act, the OML, the APA, and any other legal rights that may be available to him or that
may apply to him in connection with the administrative proceedings resulting from the Complaint
filed in this matter, including defense of the Complaint, adjudication of the allegations set forth in
the Complaint, and imposition of any disciplinary actions or sanctions ordered by the Board.
Respondent agrees to settle and resolve the allegations of the Complaint as set out by this
Agreement, without a hearing or any further proceedings and without the right to j udicial review.

4, Acknowledgement of Reasonable Basis to Proceed. As of the time of entering

into this Settlement Agreement, the allegations of the Complaint remain unproven, Respondent
acknowledges that the IC believes it has a reasonable basis to allege that Respondent engaged in

conduct that is grounds for discipline pursuant to the Medical Practice Act. The IC acknowledges

3of7
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Respondent is not admitting that the IC’s claims/counts as alleged in the Complaint have merit
and Respondent is agreeing to resolve this matter to avoid the costs of hearing and potential
subsequent litigation. Respondent asserts if this matter were to proceed to hearing, he has
evidence, witnesses, expert witness(es) and defenses to the counts/claims alleged in the
Complaint, but for the purposes of resolving the matter and for no other purpose, Respondent
waives the presentation of evidence, witnesses, expert witnesses, and defenses in order to

effectuate this Agreement.

5. Consent to Entry of Order. In order to resolve this Complaint pending against

Respondent, Respondent hereby agrees that the Board may issue an order finding that Respondent
engaged in conduct that is grounds for discipline pursuant to the Medical Practice Act.
Accordingly, the following terms and conditions are hereby agreed upon:

a. Respondent admits to Count I, one (1) violation of NRS 630.306(1)(I),
Fajlure to Report Criminal Action.

b. Respondent will pay the costs and expenses incurved in the investigation
and prosecution of the above-referenced matter within sixty (60) days of the Board's acceptance,
adoption and approval of this Agreement, in the amount of one thousand three hundred three
dollars and ninety-two cents {($1,303.92).

c. This Agreement shall be reported to the appropriate entities and parties as
required by law, including, but not limited to, the National Practitioner Data Bank.

d. Respondent shall receive a Public Letter of Reprimand.

e. The remaining counts of the Complaint, and any other claims arising from
the Board’s corresponding investigative case file(s), shall be dismissed with prejudice.

6. Release from Liability. 1n execution of this Agreement, Respondent understands

and agrees that the State of Nevada, the Board, and each of its members, staff, counsel,
investigators, experts, peer reviewers, committees, panels, hearing officers, consultanis and agents
are immune from civil Hability for any decision or action teken in good faith in response to
information acquired by the Board, NRS 630.364(2)(a). Respondent agrees to release the State of

Nevada, the Board, and each of its members, staff, counsel, investigators, experts, peer reviewers,

4 0f 7
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committees, panels, hearing officers, consultants and agents from any and all manner of actions,
causes of action, suits, debts, judgments, executions, claims and demands whatsoever, known and
unknown, in law or equity, that Respondent ever had, now has, may have or claim to have, against
any or all of the persons, government agencies or entities named in this paragraph arising out of,

or by reason of| this investigation, this Agreement or the administration of the case referenced

herein.

7. Procedure lfor Adoption of Agreement. The IC and counsel for the IC shall

recommend approval and adoption of the terms and conditions of this Agreement by the Board in
resolution of this Complaint. In the course of seeking Board acceptance, approval and adoption of
this Agreement, counsel for the IC may communicate directly with the Board staff and the
adjudicating members of the Board.

Respondent acknowledges that such contacts and camimunications may be made or
conducted ex-parté, without notice or opportunity to be heard on his part until the public Board
meeting where this Agreement is discussed, and that such contacts and communications may
include, but may not be limited to, matters concerning this Agreement, the Complaint and any and
all information of every nature whatsoever related to this matter. The IC and its counsel agree that
Respondent and/or Counsel for the Respondent may appear at the Board meeting where this

Agreement is discussed and, if requested, respond to any questions that niay be addressed to the

1C or the IC’s counsel.

8. Effect of Acceptance of Agreement by Board. In the event the Board accepts,

A approves and adopts this Agreement, the Board shell issue 2 final order, making this Agreement

an order of the Board, and, pending full compliance with the terms herein, the case shall be closed
and all remaining claims arising out of the Complaint shall be dismissed with prejudice.

9, Effect of Rejection of Agreement by Board. In the event the Board does not

accept, approve and adopt this Agreeinent, this Agreement shall be null, void and of no force and
effect except as to the following agrecment regarding adjudications: (1) Respondent agrees that,
notwithstanding rejection of this Agreement by the Board, nothing contained in this Agreement

and nothing that occurs pursuant to efforts of the IC to seek the Board’s acceptance of this

50f7
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Agreement shall disqualify any member of the adjudicating panel of the Board from considering
this Complaint and from participating in disciplinary proceedings against Respondent, including
adjudication of this case; and (2) Respondent further agrees that he shall not seek to disqualify any
such member absent evidence of bad faith,

10. Binding Effect. If approved by the Board, Respondent understands that this
Agreement is a binding and enforceable contract upon Respondent and the Board.

11. Forum Selection Clause. The parties agree that in the event either party is
required to seek enforcement of this Agreement in district court, the party’s consent to such
jurisdiction and agree that exclusive jurisdiction shall be in the Second Judicial District Court,

State of Nevada, Washoe County.

12.  Attorneys’ Fees and Costs. The parties agree that in the event an action is

commenced in district court to enforce any provision of this Agreement, the prevailing party shall
be entitled to recover reasonable attormneys® fees and costs.

13.  Failure to Comply with Terms. Should Respondent fail to comply with any term
or condition of this Agreement once the Agreement has been accepted, approved and adopted by
the Board, the IC shall be authorized to immediately suspend Respondent’s license to practice
medicine in Nevada pending an Order to Show Cause Hearing, which will be duly noticed.
Failure to comply with the terms of this Agreement, including failure to pay any fines, costs,
expenses or fees owed to the Board, is a failure to comply with an order of the Board, which may

result in additional disciplinary action being taken against Respondent. NRS 630.3065(2)(a).
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Further, Respondent’s failure to remit payment to the Board for monies agreed to be paid

as a condition of this Agreement may subject Respondent to civil collection efforts.

il p f"’{it, A
DATED thisg.,é}: day of\_lawf_((‘ib%. DATED this S0 day of {ﬁnme:é ,2023.

INVESTIGATIVE COMMITTEE OF THE LAW OFFICES OF LIBO AGWARA, LTD,

NEVADA STATE BOARD OF MEDICAL
EXAMINERS /:7

BM Mﬂf WL el

SARAH A. BRADLEY, J.D).,, MBA LIBORIUS AGWARA
Deputy Executive Director 2785 E. Desert Inn }21?/;3 280
Las Vegas, NV 891

9600 Gateway Drive
Tel: (702) 385-4800

Reno, NV 89521
Tel: (775) 688-2559 Email: Jibolaw@yvahoo.com
Email: bradleys@medboard.nv.gov Attorney for Respondent

Attorney for the Investigative Committee

1t —
DATED this 23 day of__Jom- 2023,

By: ¢; ! %555 -

MATTHEW OBIM OKEKE, M.D.,
Nevada License No. 14957
Respondent
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ORDER
IT IS HEREBY ORDERED that, the foregoing Settlement Agreement (Case No. 22-22461-1)
was approved and accepted by the Nevada State Board of Medical Examiners on the 3rd day of
March, 2023.
DATED this 3rd day of March, 2023,

NEVADA STATE BOARD OF MEDICAL
EXAMINERS

By: __15ég%;%;;;;5;;55:—-—-—-—-:::’
A AGY,M.D.

Board President
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BEFORE THE NEVADA STATE BOARD OF PHARMACY

NEVADA STATE BOARD OF PHARMACY,

Petitioner,
v.

MATTHEW OKEKE, M.D.,
Certificate of Registration No. C510935,

Respondents.

Case Nos. 19-013-CS-S

MEMORANDUM OF
COSTS AND FEES

Pursuant to NRS 622.400, the undersigned hereby submits the following itemized bill of

costs and reasonable attorney’s fees incurred by the Nevada State Board of Pharmacy in connection

with the investigation and prosecution of the above-entitled

Investigation Time (Investigator Dena McClish)

Date(s) Description Hours
2018-2019 Investigation 20 (Estimated)

Subtotal (Investigation):

Attbrney Time (Gregory Zunino)

Date(s) Description
2/22/2023 Review Report, Review Statutes
and Regulations, Draft Accusation
9/18/23 Review Report, Public Records,
Draft Amended Accusation
11/14/23 Draft Proposed Stipulation
11/21/23 Draft Amended Stipulation
12/11/23 Email to Opposing Counsel
1/11/2024 Assemble Exhibits

1/17/2024 Hearing (Estimated)

administrative action.

Rate Amount
$50.00 $1,000.00
$1,000.00
Hours Rate Amount
4.5  $60.00 $270.00
2.5  $60.00 $150.00
1.25 $60.00 $75.00
5 $60.00 $30.00
25 $60.00 $15.00
2.25  $60.00 $135.00
75  $60.00 $45.00




b

Subtotal (Attorney Time) $720.00

Administrative Costs

Date(s) Description Amount
7/20/2023 Postage $11.56
9/29/2023 Postage $11.56
12/14/2023 Postage $11.56
Subtotal (Administrative Costs) $34.68
Total Costs and Fees: $1,754.68

!

I, Gregory L. Zunino, affirm, to the best of my knowledge and belief, that the foregoing is
a‘true and correct statement of costs and reasonable attorney’s fees incurred by the Board in the

above-entitled action.

DATED this 11th day of January 2024,

/s/ Gregory L. Zunino
Senior General Counsel
Nevada State Board of Pharmacy
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NRS 454.215 Authority to dispense dangerous drug. A dangerous drug may be dispensed
by:

1. A registered pharmacist upon the legal prescription from a practitioner or to a pharmacy
in a correctional institution upon the written order of the prescribing practitioner in charge;

2. A pharmacy in a correctional institution, in case of emergency, upon a written order
signed by the chief medical officer;

3. A practitioner, or a physician assistant licensed pursuant to chapter 630 or 633 of NRS if
authorized by the Board;

4. A registered nurse, when the nurse is engaged in the performance of any public health
program approved by the Board; )

5. A medical intern in the course of his or her internship; ~

6. An advanced practice registered nurse who holds a certlflcate from the State Board of
Pharmacy permitting him or her to dispense dangerous drugs, ‘\

7. A registered nurse employed at an mstltutlon of the Department of Corrections to an

offender in that institution; / NN
8. Aregistered pharmacist from an |nstitut10nal pharmacy pursuant to. regulations adopted
by the Board; or N ™ w

9. Aregistered nurse to a patient.at a rural clinic thatis designated as such pursuant to NRS
433.233 and that is operated by the D|v15|on of Public and Behavioral Health of the Department
of Health and Human Services if the nurse is providing mental health services at the rural clinic,
except that no person may dispense a dangerous drug in violation of a regulation adopted by the
Board. o \ .

(Added to NRS by 1979 1682; A 1981 747, 1983 1516 1987 807, 1583, 1658; 1989,

915; 1991, 794; 2001 790 2001" Sgecml Sessmn, 242, 2003, 1017; 2007, 1867; 2013, 2090)
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"(4) Outsourcing facilities, may only compound using bulk drug substances (503B bulks list) or products that appear
on FDA'’s drug shortage list at the time of compounding and dispensing.

H—Are-authoriced-to-be-used-in-pharmaey-compoundipe - prrstait-to 2+ Hhodl 3 353atbitd) of the regrlations
and

e} -Foceept-as-otherwise-provided-a-subsection 2 4o an aetive - theredient tsed to-compound the dites that does.net
have ¢ monosraph-ti-the -Chited - States -Lhasptacopoeia - Aationad Formmtar: as adopted-by referenee i prracraph fe4
of subseetion-+of DA 630 670 the getive heredient 15

t+3 Prepared by a4 manutaeturer of distrtbuted by a distributor registered with the Food and Drus Administration:
(2} Precompanied by @ eertiteate of analysis provided by the mandtacturer of distributor of the thgredient and
33-Rrepared-to-a crade-that—at-a trintth-Satishes-the fequirernents-set torth- Hy
4y Fhe Food Chemicals Codex as adepted by reterenee +n parasraph tdy of subseetion Hof NALC 630670 o
tHy Reweens Chemica o Spevifications and Procedise as adepted by referenee i-parasraph fej-of subsection
-0t -NAC - 639670 t-the- active - theredient 15-a-certitied analvtieal -reagent —i5—tor—use—tn—hieh—pressure Hautd
chromutosraphy 15 for the B spechrophotometrie appheations of o peiney stdard grade $or ase i standard selations
tor-anabrtical-purposes:

21 compounding - drag-product-o pharmaey o pharmaeist may use 4 aetive ingredient-that does-not satisty the
regtirernents of paragraphs (d4 and fe) of subseetion 1 + the pharmaey or pharmactst establishes the purity-and safety of
the -theredient-by-reasonable-means. satistaetory-to-the-Rowrd —whieh theludewithout-Hattation—analysis-of the-lot ia
whieh-the tneredient-was-packaved - the-reputation of the manutacturer of the tnuredient-and the-rehiabiibv-of the source
ofthe noredient 2 pharidey shal made and matnats o record of the mresns that the pharmiaey rebied upon i determining
that an-theredient was pure and-Sate prastant to this subseetion.

3. Except as otherwise provided in this subsection, a pharmacy or pharmacist shall not compound a drug that has
been withdrawn or removed from the market because the drug was found to be unsafe or ineffective. A pharmacy or
pharmacist may compound a drug for veterinary use that has been withdrawn or removed from the market because the
drug was found to be unsafe or ineffective for use in humans if the drug remains available for veterinary use.

4—A-pharmaey-shall net sell o otherwise provide 4 eompeounded druu to-a retatl pharmaey or ¢ practtioner—execept
that-a-pharmacy-may-selh-or-otherwise-provide-acompounded-drug-to:

(A practittoner-who-will-beadministering-the drtte-to-a patient-or

th)-Ar-practitioner-or-another pharmaey-tF the-eompeunded-drug-is:

B A hishly concentrated drug produet that 45 ot eem-mefe’rauyaxﬁaﬂab}e-ef
£29-Needed to-+- a—pa-r—ﬂeu-laf ertpton of chart-order-ih-the possesston-of the recetrine pharmaey at the Hine
the-reeetvine pharmaex-orders-the eompounded-drag from-the compounding phafmaey:

S—Jhe quantity-of a-compeounded- éfag-%ha&-*s-selé-er—etheﬁwse«pfe vided to & practitoner or phafuey parstant to
subsecton-4- must-ae%—exeeeé—%he—ameﬁm-ﬁeeessaﬁ-&%-me praetittoner-of-phafmaey-to-serve-the-present-needs-of -the
pattents of the practitioner of-

(Added to NAC by Bd. of Pharmacy by R032-02, eff. 5-31-2002; A by R035-06, 9-18-2008)
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1,5 CSP Categories

This chapter distinguishes three categories of C5Ps: Category 1, Category 2, and Category 3, primarily
based on the state of envircnmental control under which they are compounded, the probability for
microbial growth during the time they will be stored, and the time period within which they must be
used.

Category 1 CSPs are compounded under the least controlled environmental conditions and therefore are
assigned a BUD of 12 h or less at controlled rocom temperature or 24 h or less when refrigerated, if
compounded in accordance with all of the applicable requirements for Category 1 CSPs in this chapter.

Category 2 CSPs require more environmental controls and testing than Category 1 CSPs and may be
assigned a BUD of greater than 12 h at controlled room temperature or more than 24 h if refrigerated,
but not exceed the limits established in Table 13 (see 14. Establishing Beyond-Use Dates), if
compounded in accordance with all of the applicable requirements for Category 2 CSPs in this chapter.

Category 3 CSPs undergo sterility testing, supplemented by endotoxin testing when applicable, and have
more requirements than Category 2 CSPs for personnel qualification, use of sterile garb, use of sporicidal
disinfectants, frequency of environmental monitoring, and stability determination. Category 3 CSPs may
be assigned longer BUDs than those set for Category 2 CSPs but not exceeding the limits in Table 14 {see
14, Establishing Beyond-Use Dates}, if compounded In accordance with all applicable requirements for
Category 3 CSPs in this chapter (see 14.4 Additional Requirements for Category 3 CSPs).

The requirements that are not specifically described as applicable to Category 1, Category 2, or Category
3, are applicable to the compounding of all CSPs unless the CSP is otherwise described in 1.1 Scope.

Category 1, Category 2, and Category 3 CSPs can be compounded by using only sterile starting
ingredients, or by using some or all nonsterile starting ingredients. If all components used to compound
are sterile from the start, the sterility of the components must be maintained during compounding to
produce a CSP.
























March 17, 2022

Brenda Jensen, CPhT
Chairman, Compounding Expert Committee
U.S. Pharmacopeia
B Twinbrook Parkway
Rockville, Maryland 20852

Dear Chairman Jensen and Committee Members:

On behalf of the Alliance for Pharmacy Compounding, | wish to offer general comments on the Compounding
Expert Committees proposed changes to USP Chapter <797>. More detailed comments on both proposed
changes to Chapter <797> and Chapter <795> are shared in appendices to this letter and were also submitted
via the USP on-line comment portal.

As you may know, APC is the voice for pharmacy compounding, representing compounding pharmacists and
technicians in both 503A and 503B settings, as well as prescribers,-educators, researchers, and suppliers.
Every day, APC members play a critical role in patients’ lives, preparing essential, custom medications for a
range of health conditions, including autism, oncology, dermatology, ophthalmology, pediatrics, women’s
health, animal health, and others.

| begin by recognizing the high stature of the United States Pharmacopeia as a standards-setting body. USP’s
integrity has long been rooted in its commitment not to politics or external pressures or mere whim, but to
science. Over many years, USP has maintained a laser-like focus on hard data to document the standards it
issues, and it is that focus that gives those standards credibllity. As pharmacy compounders, we value the role
USP plays in assuring that its standards for our profession are demonstrably-scientific and are designed not
merely to protect our patients from harm but also to assure those patients can access the highest quality
compounded medications.

USP’s reputation for scientific rigor stands to be jeopardized by the arbitrary and unscientific restrictions on
batch size and beyond-use dates in Chapter <797> as recently proposed by the Compounding Expert
Committee (CMP EC).

} The CMP EC has provided no valid rationale or scientific evidence for how the proposed Category 3 CSP BUD
limits and batch size restrictions will improve product quality or patient safety. And yet the effect of these
proposals will indisputably impede patient access and medication quality. “How does this benefit patients?”
remalns an unanswered question. Accordingly, APC requests that USP remove any batch size limits for CSPs
and allow Category 3 CSPs to be assigned.BUDs of up to ong year, regardless of sterilization method or
storage temperatures, as supported by data from stability-indicating studies, until USP can: -

1. Demonstrate that its proposed batch-size limitation and BUD restrictions are rooted in
objective, replicable science and provide clear patient benefit;

2. Provide guidance as to stakeholder concerns over the effects of colder storage temperatures
on compounded preparations, packaging, and patients themselves and the effects on
patient access of cost-prohibitive stability studies.

Promulgating standards that restrict the batch size of compounds a S03A pharmacy may produce is not in
USP’s charter, nor is it consistent with any specific statutory authority Congress has given to FDA. Restricting
compounding production will clearly be an effect of CMP EC's proposed restrictions in Chapter <797>.




The potential downstream implications of such restrictions are profound. It is a function of USP’s credibility
that most states incorporate USP compounding standards in whole or in part into the state’s pharmacy
regulatory framework. If Chapter <797> is formalized as proposed,fététe'reguIators will take for granted that
the scientific basis for the proposed restrictions is valid and will adopt the chapter. In so doing, they will—
largely unwittingly ~ formalize in regulation impediments for patients in their state who rely on compounded
medications, Those impediments almost certainly include higher costs and the need for more frequent refills
— both of which will have a negative effect on medication adherence and health outcomes.

In short, we urge the CMP EC to withstand pressures to implement arbitrary restrictions on batch size and
Category 3 BUDs until it can clearly demonstrate the scientific basis for those restrictions and enunclate how
patients are objectively better served by them. Not only will patients be harmed if the CMP EC proceeds in
finalizing Chapter <787> with those restrictions, but so too will USP’s high reputation.

-

Regarding the detailed comments on propesed Chapters <795> and <797> provided in the appendix to this
letter, we urge the CMP EC to pay attention not only to the comment itself but the rationale we offer for it.
We have noted that in recent CMP EC meetings In which comments are being reviewed, mention of
commenters’ rationale for recommendations has seldom been mentioned ~ but it should be, for that
rationale can provide the CMP EC valuable context they might not otherwise consider.

One additional point that has not been much mentioned but deserves CMP EC’s attention: USP <800> must
also be re-opened for review; it was last reviewed in February 2016, Much has changed, and the chapter has
been evaluated and critiqued by numerous groups, including many state boards of pharmacy, in that
intervening period. We would assert that the lack of scientific basis we have cited as a flaw in the CMP EC’s
proposed changes to Chapter <797> also applies to Chapter <800>. For example, as it relates to sterile
compounding, the “optimal” facility with a single ante room for both hazardous and non-hazardous stetile
compounding is problematic in terms of donning and doffing PPE to contain HDs and prevent skin from
contaminating controlled areas. Additionally, it can be argued that not all drugs that are hazardous need
negative pressure ventilation. Our grave concern is that when Chapter <800> becomes compendially
applicable, state regulators will have no means of reconciling its provisions with either science or Chapter
<797>, and that will result in inconsistent or inappropriate enforcement.

We thank the Compounding Expert Committee for their work on these chapters and for their attention to our
input. if you have guestions, please reach me at scott@a4pc.org.

Sincerely,

Scott Brunner, CAE
Chief Executive Officer

ATTACHED:

Appendix A: Specific Comments on Proposed USP Chapter <797>
Appendix B: Specific Comments on Proposed USP Chapter <795>
ATTACHMENT A

ATTACHMENT B

ATTACHMENT C




Comment:

Remove “Weighing, measuring, or otherwise manipulating components that could generate airborne
chemical particles {e.g., active pharmaceutical ingredients [APIs], added substances, conventionally
manufactured products) must be assessed to determine if these activities must be performed in a PEC or
other closed system processing device (e.g., single-use containment glove bag) to reduce the potential
exposure to personnel or contamination of the facility or CSPs (See 4.2 Facilities Preparing Category 2 or
Category 3 CSPs from Nansterile Starting Campanent(s)). The process evaluation must be carried out in
accordance with the facility's SOPs and the assessment must be documented.”

Rationale:

As written this text establishes no requirement or standard of practice other than the requirement to
perform and document an “assessment.” It is not clear what the scope of this assessment is (is it an
assessment of airflow, viable counts and nonviable counts of surface and/or air contaminants, personnel
exposure to chemicals?), what is required to be measured, what acceptance criteria would be, or what areas
are being assessed (ISO 5 PEC, ISO 7 buffer room, [SO 8 anteroom, ISO 8 pre-sterilization process room, all of
these?). This requirement would also be unnecessarily applicable to facilities that have a segregated ISC 8
pre-sterilization room separate from the ISO 8 and ISO 7 rooms used to perform aseptic manipulations.
Without a clear scope, measurements, and expected acceptance criteria, regulators and compounders will
have no way of knowing what campliance with this standard loaks like. Additionally, if this text is retained,
compounders should have the ability to have a single policy as opposed to creating unnecessary paperwork
for evaluating each chemica! and its need to be in the CVE.

10.1 Depyrogenation
Comment:

Replace the ward “depyrogenated” with “sanitized” in the following sentence: “Items that are not
thermostable must be depyrogenated by rinsing with sterile, nonpyrogenic water {e.g., Sterile Water for
Injection or Sterile Woter for Irrigation) and then thoroughly drained or dried immediately before use in
compounding.”

Rationale:

Section 10.1 seems to indicate that dry heat is the only acceptable method for depyrogenation, and that dry
heat depyrogenation methods must demanstrate a greater than 3 log reduction in endotoxins. While non-dry
heat, wash/rinse processes have been validated to achieve a greater than 3 log reduction in endotoxins,
many regulators have not accepted them as “depyrogenation” processes simply because they do not use dry
heat. Unless the CMP EC is willing to explicitly permit or acknowledge other methods or processes that
demonstrate a greater than 3 log reduction in endotoxins as acceptable alternatives to meeting the
depyrogenation requirements of 10.1, it should not use the word “depyrogenated” as the expected outcome
of rinsing items with sterile, nonpyrogenic water.

12.2 Sterility Testing

Comment:

Delete “The maximum batch size for all CSPs requiring sterility testing must be limited to 250 final yield
units.”




Rationale:

The establishment of a maximum batch size of 250 units for CSPs that undergo sterility testing Is completely
arbitrary and based on no scientific data, evidence, or existing best practices of any kind; is illogical in that it
applies only to CSPs that undergo sterility testing and NOT applicable to CSPs that do not undergo sterility
testing; further, it creates the potential for INCREASING the likelihood of contaminating aseptically processed
CSPs.

Based on the explanation provided in the BUD Scientific Rationale for the 2021 Proposed Revisions to <797>
the CMP EC has created this batch size [imit primarily based on the number of containers required for sterility
testing per USP <71>, The requirements of USP <71> are that 10 units from a C5P batch be tested for sterility
for batch sizes ranging from 100 units to 500 units. It appears the CMP EC has determined that this long-
standing sample size of 10 units per 500 found in USP <71> is no longer appropriate to detect microbial
contamination of sterile medications, and that a more appropriate minimum ratio to sample is 10 units per
250 units produced. While simple math demonstrates the probability of detecting a contaminated unit
doubles when 10 samples are tested out of 250 vs out of 500, the CMP EC has provided no data or evidence
to demonstrate the necessity to double the probability of detecting a contaminated sample, no evidence or
data to support that doubling the probability of detecting a contaminated sample goes far enough to detect
contamination within a batch (versus tripling or quadrupling the probability}, and has provided no data,
evidence, or explanation as to why limiting the batch size, rather than increasing the number of reguired
samples, is the only allowable way to increase the probability of detecting contamination within a CSP batch.

A secondary rationale given by the CMP EC for limiting batch sizes to a maximum of 250 units is the belief
that contamination risk increases with larger batch sizes, particularly for manual processes. We address the
faults in that assumption later. But even if that assumption were true, and that is the CMP EC’s position, it
seems illogical that only CSPs that undergo sterility testing would be limited to a batch size of 250 units while
C5Ps that do not undergo sterility testing can exceed that batch size limit. Sterility testing sample size aside, if
the CMP EC has determined that 250 units is the threshold beyond which larger batch sizes pose an
unacceptable level of contamination risk, why not limit all CSPs, including those that do not undergo sterility
testing, to the same 250-unit batch size? And the CMP EC has provided no data, evidence, or explanation for
why it has concluded that contamination risk increases to an unacceptable level once a batch size exceeds
250 units.

Having established that the CMP EC has provided no evidence that CSP batch size limitations will improve the
quality of CSPs prepared by compounders, we turn our attention to the practical effects these batch size
limitations will have on potentially increasing the likelihood of CSP contamination. Let’s say a compounder
dispenses 800 units of a particular aseptically processed CSP every month. Today that compounder can
produce all 800 units in a single batch, or perhaps produce two batches of 400 units to meet current patient
need. The compounder has met all requirements of <797>, including completing and passing media fills for a
batch of at least 800 units. BUD limitations aside, with a limit of 250 units per batch, that compounder will
now be required to make four batches of that particular CSP every month instead of one or two. This means
in order to meet patient need for this particular aseptically processed CSP, the compounder will now have to
double or even quadruple the number of times per month they perform the process steps most likely to
introduce contamination into the environment used to sterilize and aseptically manipulate the CSP, such as:

s Transferring materials from the unclassified areas of the facility into the 150 8 anteroom, 150 7 buffer
room, and 1SO 5 PEC.

» Donning sterile gloves and garb.

s Unpackaging and aseptically connecting sterilizing filters.




¢ Transferring materials and finished CSPs out of the classified areas at the completion of aseptic
processing.

Additionally, decreasing the size but increasing the frequency of CSP batches will increase the total amount of
time compounding staff will need to occupy SO classified areas in order to meet patient need. For example,
let’s say for every batch of a particular aseptically processed CSP, regardless of batch size, a compounder
needs a tatal of 15 minutes in the ISO 8 anteroom transferring materials, handwashing, and donning garb and
gloves, and another 20 minutes in the ISO 7 buffer room transferring materials and setting up eguipment and
supplies prior to aseptic filling. That compounder will accupy the I1SO 8 anteroom and ISO 7 buffer room for a
minimum of 35 total minutes per batch solely to perform pre-aseptic fill tasks. For a compounder preparing
B00 units per month in a single batch, those pre-aseptic fill tasks will require utilizing the [SQ 8 and ISO 7
areas for 35 minutes a month. If a compounder is required to make four batches of 200 units per month,
those same pre-aseptic fill tasks will require utilizing the 1SO 8 and 1SO 7 areas for 140 minutes (35 minutes x
4) every month. The practical impact of this batch size limitation is that it will cause people, the most
common source of contamination in any ISO classified area, to spend more time in 1SO classified areas in
order to produce the same number of CSP units. By limiting CSP batch sizes, the CMP EC will be forcing
compounders to increase the frequency with which they will make entries and exits to and from 1SO classified
aseptic processing rooms, and increase the amount of time personnel will be spending in IS0 classified
aseptic pracessing rooms, in order to meet current patient need for CSPs. This is in direct conflict with
practices outlined in FDA’s Guidance for Industry: Sterife Drug Products Produced by Aseptic Processing —
Current Good Manufacturing Proctice (Attachment A) which states:

“Both personnel and material flow should be optimized to prevent unnecessary activities that could
increase the potential for introducing contaminants to exposed product, container-closures, or the
surrounding environment. The layout of equipment should pravide for ergonamics that optimize

comfort and movement of operators. The number of personnel in an aseptic pracessing room should

be minimized. The flow of personnel! shou!d be designed to limit the frequency with which entries

and exits are made to and from an aseptic processing room and, most significant, its criticat area.
Regarding the latter, the number of transfers inta the critical area of a traditional cleanroom, or an

isolator, should be minimized. To prevent changes in atr currents that introduce lower quality atr,
movement adjacent to the critical area should be appropriately restricted.”

So far we've established that the proposed batch size limit will not improve quality or mitigate likely risks to
quality for CSPs. Now to the final, and mast erroneous, basis the CMP EC provides for proposing a batch size
limit on CSPs that undergo sterility testing in BUD Scientific Rationale for the 2021 Prapased Revisions to
<797>: “The intent is to reduce the risk of patient harm from undetected contamination of CSPs by
introducing a batch size limit,” it states. The CMP EC is in effect saying that after nearly a decade of work on
revisions to <797, the standards proposed in this most recent revisian still remain inadequate to prevent
unnecessary risk of patient harm from CSPs, and therefore the only optian is to simply limit the amount of
CSPs available to patients and simply wish and hope it helps. This is bafflingly unscientific.

14.2 Parameters to Consider in Establishing a BUD. Aseptic processing and sterilization methods:
Comment:

Edit “Table 11 allows for longer BUDs for terminally sterilized CSPs than for aseptically processed CSPs
because terminal sterilization using a verified method provides reasonable assurance that a CSP will be
sterile.” to read “Table 11 allows for longer BUDs for terminally sterilized Category 2 CSPs than for aseptically
processed CSPs because terminal sterilization using a verified method provides reasonable assurance that a
CSP will be sterile.”




Remove “and Table 12 for Category 3 CSPs” from the following sentence “BUDs for CSPs must be established
in accordance with Table 10 for Category 1 CSPs, Table 11 for Category 2 CSPs ard-Table12 for Category3
cSps”

Rationale:

See rationale for comments to Section 14.4 Additional Requirements for Category 3 CSPs. Assigning
Category 3 BUDs:

14.3 Establishing a BUD for a CSP
Comment:

Remove the sentence “The BUD limits in these tables are based on the risk of microbial contamination or not
achieving and maintaining sterility despite implementation of the requirements in this chapter.” If the CMP
EC feels it necessary to provide some explanation of its basis for the Category 1 and Category 2 CSP BUD
limits, we suggest replacing existing text with “In the absence of chemical, physical, and microbial stability
data obtained from the stability-indicating studies required of Category 3 CSPs, the BUD limits for Category 1
and Category 2 CSPs are based on the probability of unstudied CSPs becoming chemically, physically, or
microbially unstable.”

Rationale;

The statement in 14.3 “The BUD limits in these tables are based on the risk of microbial contamination or not
achieving and maintaining sterility despite implementation of the requirements in this chapter” creates
significant concern about the validity of the entire chapter. If the requirements of this chapter are insufficient
to achieve or maintain sterility of a CSP then the chapter needs to be reconsidered.

14.4 Additional Requirements for Category 3 C5Ps
Comment:

Remove Table 12.

Remove all references to Table 12.

Within Assigning Category 3 BUDs: replace “Category 3 CSPs must not be assigned a BUD longer than the
limits in Table 12.” with “Category 3 CSPs must not be assigned a BUD longer than that supported by a
stability-indicating study or 365 days, whichever is shorter.”

Rationale:

This rationale provides information to support our objection to the maximum allowable Beyond-Use Dates
(BUDs) proposed for Category 3 Compounded Sterile Preparations (CSPs) found in Table 12 of the 2021
proposed USP General Chapter <797>, and provides the sclentific, logical, and practical rationale to support
our recommendation to allow all CSPs meeting the requirements of Category 3, regardless of storage
conditions, to be assigned a BUD of up to 365 days.

Within this rationale we address the scientific, logical, and practical unsoundness of the rationale the USP
Compounding Expert Committee (CMP EC) uses to justify the maximum allowable BUDs proposed in Table 12
for Category 3 CSPs. Specifically, we address:




s The healthcare needs for all CSPs prepared by 503A compounding pharmacies, not just
those stored frozen, to be assigned a BUD of up to 365 days;

¢ The scientific rationale in support of, not against, the integrity and applicability of data
obtained from the stability-indicating studies described within the proposed <797> and
USP's “Stability Study Reference Document for the 2021 Proposed Revisions to <797>"; and

s The lack of data or evidence to support the CMP EC’s assessment of the impacts facility-to-
facility or batch-to-batch variability have on CSP stability, and the lack of consistency with
general scientific principles or existing USP policy the CMP EC is employing to address this
unsupported concern.

While we address these topics individually within this rationale, it is important to note that all of these areas
combined comprise the basis for our position that the maximum allowable BUDs less than 365 days proposed
in Table 12 for Category 3 CSPs are neither scientifically sound nor meet the healthcare needs of patients
who rely on CSPs prepared by compounders. Instead, the maximum allowable BUDs for Category 3 CSPs
proposed in Table 12 will only increase medication costs and potentially decrease the quality of Category 3
CSPs.

Most importantly, we want to make clear we strongly disagree with any baseline assumption that the root
cause of past CSP quality events related to microbial contamination was due to a lack of standards found in
the current <797> and/or extended storage periods for CSPs. While there is currently no cohesive system of
gathering adverse events associated with compounded preparations, the most comprehensive list of
compounding related adverse events can be found in Pew Charitable Trust’'s 2020 US llinesses and Deaths
Associated with Compounded or Repackaged Medications, 2001-19 (Attachment B), A review of available
information related to adverse events associated with microbial contamination of CSPs reported on this list
indicates all incidents of microbial contamination were the result of noncompliance with existing <797>
standards, rather than a lack of standards. Creating standards that limit BUDs for Category 3 CSPs to those
proposed in Table 12 will not solve for noncompliance with the standards in <797>. The BUD limits for
Catepgory 3 CSPs proposed in Table 12 will not increase the level of sterility assurance of CSPs prepared by
compounders who are unwilling te comply with the standards of <797>, These proposed limits will, however,
cause compliant compounders to alter sterilization methods, change CSP storage conditions, and increase the
frequency with which they will have to make smaller batches to meet patient needs. All of these adjustments
will actually increase the likelihood of quality issues with CSPs prepared by compounders fully compliant with
<797>. In other words, the BUD limits proposed for Category 3 CSPs will do nothing to address the root cause
of past adverse events associated with microbial contamination and have a high probability of creating an
increase in future adverse events associated with CSPs.

Need for up to a 365-day BUD for all CSPs

The CMP EC itself is acknowledping the need for CSPs to be assigned a BUD of up to 180 days, but in doing so
is misrepresenting the proposed <797> as allowing Category 3 C5Ps in general to be assigned a BUD of up to
180 days, when in fact the proposed <797> only allows one type of Category 3 CSP — a terminally sterilized
Category 3 CSP stored frozen - a maximum BUD of 180 days. The need in the healthcare system for CSPs with
extended BUDs of 180 days or more goes beyond just terminally sterilized CSPs stored frozen, it is a need that
applies to aseptically processed CSPs and CSPs stored refrigerated and at room temperature as well. In
addition, the CMP EC has misrepresented the scope of compounding of CSPs by 503A pharmacies as being
limited to only patient-specific prescriptions. As stated in 1. Introduction and Scope of the proposed <797>,
the standards described in the chapter are applicable when preparing compounded sterile preparations for
human AND animal drugs. Section 503A of the FDCA is specifically applicable to human health compounds,
but is not applicable to animal health compounds, meaning the patient-specific requirements of 503A are not
applicable to animal health compounds. In its draft GFl #256 FDA acknowledges the need, and allowance for,



the nonpatient-specific compounding of animal health medication by state licensed pharmacies. Animal
health compounding is regulated by state boards of pharmacy, and currently at least 38 states explicitly allow
503A compounders to provide veterinarians with nonpatient-specific “office use” compounds. In addition to
the regulatory framework allowing veterinarians to obtain office use compounds from 503A pharmacies, a
recent survey of veterinarians demonstrates the practical need for this. Ninety-one percent of veterinarians
surveyed responded that the ability to maintain office stock of compounded sterile preparations was either
extremely or very important {Attachment C).Therefore, the CMP EC's rationale for limiting BUDs for CSPs
because “<797 is for patient-specific prescriptions that are not intended to be stored for long periods of
time" is not a valid rationale for limiting BUDs of all Category 3 CSPs.

Stability Testing

While the CMP EC correctly points out the potential differences between stability studies for FDA approved
manufactured drug products versus CSPs produced by compounders when referencing the International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use {ICH) stability study
guidelines and the FDA guidance document on stability studies, this comparison fails to provide any scientific
basis for limiting the maximum BUDs for CSPs to less than one year.

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
(ICH} stability study guidelines and the FDA guidance document on stability studies that CMP EC is
referencing are standards for drug manufacturers to follow to obtain the data required to submit to FDA as
part of a New Drug Application to obtain approval to assign a drug product an expiration date of generally
one year or greater. As the CMP EC knows, CSPs produced at a SO3A or 503B facility are exempt from FDA's
new drug approval requirements, so any comparison of the regulatory requirements for stability studies that
are conducted on CSPs praduced by a 503A or 503B facility and the requirements for stability studies that are
conducted by a drug manufacturer as part of a new drug approval application are invalid. In terms of an
actual scientific comparison between the two types of studies, again the CMP EC points out the differences,
but fails to articulate the scientific significance of those differences and why the CMP EC believes those
differences to be significant enough to limit the accuracy and reliability of stability studies conducted by
compounders on CSPs. CMP EC is simply comparing the two to imply the stability studies by drug
manufacturers are “better” than the stability studies for CSPs, without providing any scientific justification for
why these differences make one “better” than the other.

Even FDA has recognized that the standards found in the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use stability study guidelines and the FDA guidance document
on stability studies are not always applicable to sterile products produced at a 503B outsourcing facility. In
issuing draft GFl “Current Good Manufacturing Practices — Guidance for Human Drug Compounding
Qutsourcing Facilities Under Section 503B of the FD&C Act” January 2020 (“Draft GFI”), FDA set out limited
stability study puidelines for 503B facilities to use to assign sterile products up to a BUD of one year. Given
this Draft GFI reflects FDA's current thinking on stability studies for compounded products produced at a
503B facility, it is appropriate to compare the stability study requirements found in Appendix B of this Draft
GFI with the stability study requirements the CMP EC is proposing for C5Ps produced by 503A facilities.

Using the CMP EC’s original [ist of example differences in testing parameters below, please note the lack of
differences between stability studies for CSPs produced by a 503A facility and those outlined in the Draft GFI
for products produced at a 503B facility, along with some of the scientific basis for why the 503B standards
differ from those required of drug manufacturers.

Three initial production lots are tested far stability, with the product in its final packaging.



The Draft GFl does not require outsourcing facilities to perform stability testing on three lots; it specifies one
lot Is sufficient to establish a BUD of up to one year.

Studies are conducted under accelerated, intermediate, and long-term stability conditions.

The Draft GFl only specifies stability samples to be evaluated under long-term storage conditions, also known
as “real-time” conditions, for outsourcing facilities to establish a BUD of up to one year. As described in ICH
Q1A(R2), drug manufacturers conduct stability studies under accelerated and intermediate storage
conditions to obtain data to support a projected shelf life of a drug product for which they seek regulatory
approval to market. In order to get that regulatory approval, the drug manufacturer must commit to perform
long-term studies out to the projected expiration date ofter introducing the accelerated and intermediate
data to obtain regulatory approval. In other words, accelerated and intermediate studies are used by drug
manufacturers to predict a shelf life of a year or greater for a product in order to obtain FDA approval of that
drug product with that predicted shelf life before obtaining the long-term stability data to confirm the shelf
life. In the case of compounds produced by either 503A or 503B facilities, the compounded preparation
cannot even be assigned a BUD and sold until long-term, or real-time, stability studies have been completed.

Degrodotion products and impurities are identified and quantified.

The Draft GFI does not require the outsourcing facility to identify or quantify any degradation products as
part of a stability study. iCH Q1A(R2) describes the need for identifying impurities and degradants in new
drug substances {i.e., new APIs} in order to understand the potential degradation pathways of these new
drug substances. Since neither 503As nor 503Bs are producing new APIs, this reguirement in Q1A{R2) is not
applicable. ICH Q3B{R2} establishes guidelines for identifying and quantifying degradation products in new
drug products but does not require this for all new drug products — ICH Q3B(R2) establishes threshold
concentrations for degradants that, only if exceeded, require identification and quantification. These
thresholds are established based on the maximum daily dose of the drug product. A drug manufacturer
submitting an application for a new drug product approval will have established the maximum datly dose of
that drug product, and therefore would be able to determine the threshold beyond which degradants would
have to be identified and quantified. Because neither 503A nor 503B facilities are establishing maximum daily
doses for the compounds they produce, nor are they required to take their compounds through the FDA
approval process, the guidelines in ICH Q3B(R)2 related to identifying and quantifying degradants and
impurities are not applicable.

Functional attributes, such as dissolution testing, are tested gs part of the stobility study.

The Draft GFl does not reguire dissolution testing to be included as part of the limited stability study for non-
sterile or sterile products produced by a 503B facility. The functional attributes, such as dissolution, of a drug
product are studied to establish the drug release profile in order to obtain the pharmacokinetic data needed
to obtain FDA approval of a new drug product. Including these tests in a stability study allows a drug
manufacturer to demonstrate that the drug release profile of a new drug product will not change over the
shelf life of the drug product. Medications produced at S03A and S03B facilities are not required to go
through the FDA approval process, and therefore testing to obtain data about a compounded medication’s
pharmacokinetic profile is not applicable. Additionally, the dosage forms most commonly impacted by drug
dissolution are oral tablets and capsules The current and proposed USP <795> specify a default BUD of 180
days for oral tablets and capsules, meaning a compounder can assign up to a 180-day BUD on these dosage
forms without performing any stability study at all, much less a dissolution study. Therefore, it is clear that
the CMP EC itself takes the position that dissolution testing of compounded medications is not an important
factor in assigning a compounded preparation a BUD of 180 days or |ess.



At least 1 production batch is studied for stability annualfy and every batch must pass release testing before
being placed into the marketplace.

No annual or on-going stability studies are required in the Draft GF] for 503B facilities. ICH Q1A(R2) specifies
“For long term studies, frequency of testing should be sufficient to establish the stability profile of the drug
product. For products with a proposed shelf life of at least 12 months, the frequency of testing at the long
term storage condition should normally be every 3 months over the first year, every 6 months over the
second year, and annually thereatfter through the proposed shelf life.” This requirement is for drug products
with a shelf life of one year or greater, and therefore is not applicable to any medication produced at a 503A
or 503B facility that is assigned a BUD of up to one year. And as described above, this requirement is to
ensure that a drug manufacturer who has submitted data to FDA for approval of a new drug product with a
shelf life of many years prior to having completed the long-term study of the drug product’s shelf life will
obtain the necessary real-time data to ultimately support that drug product’s shelf life.

A 5% change from initial results Is considered significant and may halt a study or require more onalysis,

The Draft GFl specifies that data from each time point be evaluated against the established specifications for
the compounded drug product, and if data for any test fall outside that established specification, the BUD of
the product is restricted to the last time point in which the data remained within specification. The “5%
change from initial results” cited by the CMP EC is one of the conditions that define the term “significant
change” within the ICH Q1A(R2) guideline, However, the term “significant change”, as used within the ICH
Q1A(R2) guideline, is only used when describing data obtained from accelerated or intermediate storage
condition studies, which as established above, are used to predict, not confirm, the shelf life of a drug
product and are therefore not applicable to drug products produced at 503A or 503B facilities. ICH guidelines
for stability studies under long-term storage conditions, which are applicable to 503A and 503B products, do
not use the term “significant change” or mention a 5% change from initial results as the basis for halting a
study or requiring more analysis. In other words, this 5% variation from initial test results is not a standard
that is applicable to long-term stability studies performed by any facility, including drug manufacturers and
outsourcing facilities.

Any process change necessitates a repeat of the stability study and process validations.

The CMP EC’s use of the word “any” in this statement is overly broad and does not accurately reflect the
requirements described within the ICH Q1A(R2} guideline. In fact, neither the ICH guideline nor the FDA
guidance document on stability studies address what production process changes would require a repeat of a
stability study. The closest these two documents come to addressing this topic is in stating that the batches
used in a formal stability study be “representative with regard to the critical manufacturing steps” compared
to commercial production batches, with no further clarification as to what a “critical manufacturing step” is.
In this instance the CMP EC is conflating the requirements of a stability study with the requirements to
maintain the proper production process controls that will ensure the batch-to-batch applicability of data
obtained from a stability study. We address the latter in more detail later in this document.

In the comments above we have provided clarification as to why the stability studies required of a drug
manufacturer seeking FDA approval of a new drug product differ from the stability studies outlined by USP
and FDA to establish a BUD for a CSP produced by a 503A or a 503B. We agree with the CMP EC in that there
are differences between the stability study requirements for manufactured drug products versus CSPs
produced by 503A and 503B facilities, and we agree that the stability studies used to establish a BUD of up to
one year for a CSP would likely not be sufficient to establish a gredicted multi-year shelf life for a
manufactured drug product going through the new drug approval process. But the CMP EC has failed to
provide, nor have we found, any evidence or scientific rationale to support the CMP EC’s position that the




stability studies described for Category 3 CSPs in the proposed <797> and USP’s “Stability Study Reference
Document for the 2021 Proposed Revisions to <797>" are not appropriate to confidently establish a BUD of
up to one year and are somehow only reliable enough to establish the shelf life of a CSP up to the maximum
BUDs for Category 3 CSPs found in Table 12 of the proposed <797> .

We have also established that, while different from the stability studies a drug manufacturer would conduct
to obtain new drug approval, the stahility study requirements of a S03B outsourcing facility and those
proposed by the CMP EC for a Category 3 CSP prepared at a 503A pharmacy are nearly identical, as provided
in FDA’s draft GF| “Current Good Manufacturing Practices — Guidance for Human Drug Compounding
Outsourcing Facilities Under Section 503B of the FD&C Act” and USP’s “Stability Study Reference Document
for the 2021 Proposed Revisions to <795> and <797>", respectively. The CMP EC has not addressed any
scientifically significant differences between these two study guidelines, and has not provided any rationale
or scientific justification for why it takes the position that the data obtained from a stability study conducted
in accordance with the proposed <797> is any less reliable in establishing up to a one year BUD than the data
obtained from a stability study conducted in accordance with FDA’s Draft GFI for 503B facilities. If CMP EC
believes there are additional steps compounders can take in designing and implementing stability studies
that would improve the integrity of the stability study and/or data obtained from them in order to establish a
BUD of up to 365 days for all Category 3 CSPs, we respectfully request that the CMP EC engage in stakeholder
discussions about those additional steps prior to issuing a finalized <797>.

Diversity of practice settings, environments, processes, and analytical approaches

The CMP EC cites diversity of practice settings as a rationale for the limitations proposed on maximum BUDs
for Category 3 CSPs in the proposed <797>. The CMP EC does not provide substantive insight into what
specific process, practice setting, or environmental variability it is using as the basis for its position that data
obtained by compounders from stability studies is valid only up to the point at which test samples’ storage
times have reached the maximum BUDs in Table 12 of the proposed <797>, and somehow stability data
obtained from timepoints after those in Table 12 becomes too unreliable to use as the basis for a CSP BUD.

For example, let’s say a compounder wants to extend the BUD of a CSP prepared via aseptic processes and
stored at room temperature beyond the maximum default BUDs for Category 2 CSPs. The compounder
partners with a testing lab to establish a stability-indicating study in conformance with the standards found in
the proposed <797> and USP’s stability study guideline. A validated stability test method is created and a
testing protocol is established that specifies that all applicable physical, chemical, and microbial tests, along
with container-closure and antimicrobial effectiveness tests, are to be conducted on day 0, day 30, day 45,
day 60, day 50, day 120, and day 180 of the study. The compounder prepares a batch of the CSP in full
compliance with the Category 3 requirements of the proposed <797>, The compounder pulls samples from
this batch to be tested at the designated time points, ensuring storage is maintained at room temperature.
Data from this stability study shows that the samples tested from this batch remained within acceptance
criteria at all time points, indicating that the CSP is stable to at least 180 days. In this scenario, the CMP EC's
current position is as follows:

e Assuming the compounder meets all other requirements for Category 3 CSPs when
producing this C5P, the data obtained from this stability study on days 0, 30, 45, and 60 is
acceptable to assign a 60 day BUD to future batches of this CSP prepared according to the
exact formulation, packaged in the same container closures, and stored at the same room
temperature conditions as the samples tested in the study. But the data obtained from this
stability study on days 90, 120, and 180 is not acceptable to assign a longer than 60 day BUD
to future batches of this CSP prepared according to the exact formulation, packaged in the




same container closures, and stored at the same room temperature conditions as the
samples tested in the study.

s  If this same compounder were to take the same steps to design and implement a stability
study for this exact same CSP, only this time the study was designed to determine the
stability of the CSP when stored refrigerated, and again assuming data from days 0, 30, 45,
60, 90, 120, and 180 all showed the test samples to be within acceptance criteria, the data
obtained from the stability study on day 90 would now be acceptable to assign a 90 day BUD
to future batches, and only data from days 120 and 180 would be unacceptable. And for the
same CSP studied under frozen conditions, data obtained from the stability study on days 0
through 120 would now be valid enough to establish a 120 day BUD for this CSP, but data
obtained from the stability study on day 180 would still not be valid.

s  Let’s say the CSP in this example is cyclosporine ophthalmic solution in corn oil intended for
veterinary use, [f the compounder prepared this CSP using cyclospaorine APl powder, then
despite having the above stability data showing the CSP to be stable at day 180 when stored
at room temperature, the compounder would be limited to assigning a BUD of only 60 days
to future batches. However, if the compounder were to use cyclosporine oral liguid as the
source of APl and prepare the CSP in accordance with the official USP monograph for
compounded cyclosporine ophthalmic solution, veterinary, the compounder could assign a
180 day BUD to the CSP when stored at room temperature without having conducted any
stability study or obtaining any stability data on batches made by that compounder. In fact,
it is not even clear if the compounder would need to meet the training, competency, and
envirenmental monitoring requirements of Category 3 CSPs when assigning the 180-day
BUD to this cyclosporine aphthalmic preparation made in accordance with the official USP
monograph.

The CMP EC has taken the position that despite meeting acceptance criteria, stability study data collected
from the exact CSP for which a compounder wishes to establish an extended BUD is not valid if obtained from
samples tested past a certain point in the storage period of that CSP, can change from invalid to valid if the
CSP is terminally sterilized or is stored refrigerated or frozen, and compounders do not need to obtain any
stability data at all on the specific CSP they are preparing to establish extended BUDs beyond the maximums
specified for Category 2 and Category 3 CSPs when those CSPs are prepared according to official USP
monographs. The CMP EC has no scientific basis or rationale for this position on the applicability of stabili
data on assigning BUDs to CSPs. Data collected from stability studies is either valid or it is not. If it is not valid,
it cannot be used to establish any extended BUD. If it is valid, it can be used to establish a BUD for the time
period it shows the preparation to be stable.

In a practical setting, there is no dispute that stability study data used to assign a CSP a BUD is only applicable
to future batches of that CSP when those batches are formulated, produced, and packaged in the same
manner as the samples studied. It is here where the CEC is confiating the applicability of stability study data
to the CSP samples studied versus the applicability of stability study data to future batches of the CSP
produced by the compounder. These are two distinctly different things — the former is addressed with
stability study design and implementation, the latter is addressed with operational controls.

When it created the Category 3 CSP requirements in the proposed <797> the CMP EC tightened operational
controls related to sterility assurance, but it did not introduce additional operational controls to address the
concerns it appears to have with compounders’ ability to maintain batch-to-batch consistency of CSPs. To be
clear, when we say batch-to-batch consistency, we mean consistency from one batch to another of an
individual CSP prepared within an individual compounding facility. There is no doubt that variability exists
between the compounding processes, environment, equipment, formulation, batch sizes, or container-
closure configurations from one compounding facility to another, or even potentially between two different




CSPs produced in the same compounding facility. But this facility-to-facility or CSP-to-CSP variability is
different than, and has no impact on, batch-to-batch consistency of an individual CSP prepared in an
individual compounding facility, and therefore is not a valid rationale for limiting a compounder’s ability to
apply stability study data obtained on an individual CSP to future batches of that CSP. Systems to ensure
batch-ta-batch consistency of an individual CSP prepared in an individual compounding facility are relatively
easy to implement for a compounder who already is willing to invest the time and money to perform stability
studies to extend BUDs. For example, implementing a documented change control policy and procedure that
includes a requirement to determine if changes to compounding formulations, processes, equipment,
environments, or ingredients will impact the applicability of stability studies to future CSP batches;
establishing acceptance criteria for the API, excipients, and packaging components used in a CSP to ensure
ingredients and components used in future batches are equivalent to those used in the stability study batch;
and including batch-level potency/assay testing as part of the batch release testing. If the CMP EC were to
incorporate scientifically sound requirements to control batch-to-batch variability for Category 3 CSPs into
<797>, there should be no concern or scientific rationale for limiting a compounder’s ability to use stability
study data to assign a BUD of up to 365 days to future batches of that CSP, regardiess of storage conditions.

It is worth noting that while there is opportunity for the CMP EC to incorporate additional standards within
<797> to control batch-to-batch variability to allow compounders to assign Category 3 CSPs up to 365-day
BUDs using stability data, the CMP EC’s current position that batch-to-batch variability is a rationale for
limiting the applicability of stability study data to the maximum BUDs in Table 12 is logically and scientifically
unsound for the following reasons:

s  CSP storage temperature in no way controls or has an impact on the batch-to-batch
varlability in compounding processes, environments, ingredients, etc. The CMP EC seems to
have some concern that within individual compounding facilities enough batch-to-batch
variability exists during the preparation of an individual CSP to cause significant chemical,
physical, and microbiological differences among multiple batches of that individual CSP
compounded within a single compounding facility. The CMP EC has not clarified or provided
examples of these “significant” differences it believes are resulting from these alleged batch-
to-batch variations, nor has it provided what, if any, specific controls compounders should
implement to adequately prevent these perceived variations. Instead the CMP EC has
reached the conclusion, based on data not yet shared with stakeholders, that compounders
are simply unable or unwilling to control batch-to-batch variability when compounding an
individual Category 3 CSP; that this lack of control results in “significant” differences in the
microbiological, chemical, and physical attributes of a CSP from one batch to another {and
from the stability-studied batch to future batches); and that the impacts of these
“significant” variations in microbiological, chemical, and physical attributes on the stability
of the CSP are of no concern when the CSP is stored for up to 60 days at room temperature.
But beyond 60 days of storage at room temperature the impact of these variations on the
stability of the CSP does become a concern, and those concerns can be overcome simply by
storing the CSP in the refrigerator or freezer for up to 120 days or 180 days, respectively. In
other words, when a compounder meets Category 3 requirements in preparing an
aseptically processed CSP, the CMP EC is confident that the CSP will be prepared and
packaged in a manner that ensures a lack of microbial contamination and/or proliferation
for the first 60 days of the CSP’s shelf life when stored at room temperature, but starting on
day 61, because that CSP sat on the shelf for one additional day, it is suddenly contains a
microbial load that makes it unsuitable for use. The same concept applies to an aseptically
processed Category 3 CSP that is stored refrigerated — the CMP EC asserts that CSP will lack
microbial contamination for the first 120 days, but beginning on day 121 the CSP becomes a.
risk to patient safety.
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* At the same time the CMP EC is using batch-to-batch variability as a basis for limiting a
compounder’s ability to apply stability data obtained from their own CSPs to the BUDs of
future batches of that CSP, the CMP EC has no concerns about how batch-te-batch or even
facility-to-facility variability impacts the chemical, physical, or microbial stability of CSPs
prepared in accordance with official USP monographs. Of the 21 official USP monographs for
compounded sterile preparations, 19 can be assigned BUDs that exceed those for Category 2
CSPs found in Table 11 of the proposed <797, and 12 of those 19 can be assigned a BUD that
exceeds those for Category 3 CSPs found in Table 12 of the proposed <797>, The
compounding processes described in these monographs lack the detail to ensure facility-to-
facility consistency with respect to compounding processes, environment, and batch release
criteria, let alone batch-to-batch consistency, and it is not even clear whether or not these
monographed compounds are required to be made under Category 3 conditions. Yet the
CMP EC allows 12 of these monographed compounds to be assigned BUDs longer than the
maximum BUDs it allows for Category 3 CSPs.

If the CMP EC maintains its position that batch-to-batch variability, or a lack of control over batch-to-batch
consistency, is a rationale for limiting Category 3 CSPs to the BUDs in Table 12 of the proposed <797>, it calls
into question the value of USP even publishing <797> or official USP monographs for compounded sterile
preparations at all. If the standards the CMP EC is establishing for CSPs in <797>, especially Category 3 CSPs in
<797>, are not sufficient to adequately prevent any significant batch-to-batch variation of a C5P that would
cause the microbial, chemical, or physical stability data obtained by either compounders themselves or from
stability studies performed on official USP monographs te be invalid, then neither <797> nor official USP CSP
monographs offer any value in ensuring the quality of CSPs.

Conclusion

Through extensive research and data collection we have demonstrated within this rationale and supporting
documents the scientific, practical, and [ogical rationale for why there is no reason to limit CSPs meeting the
Category 3 requirements in the 2021 proposed USP <797> to BUDs of less than 365 days, regardless of
storage conditions. We have also demonstrated that the CMP EC’s rationale for the BUDs published in the
proposed <797 for Category 3 CSPs is not based on a cohesive application of scientific information, logic,
and practical healthcare needs.

15.1 Use of Conventionally Manufactured Single-Dose Containers
Comment:

Clarify that the “use-hy” time assigned to an entered or punctured single-dose vial used as the source of a
CSP ingredient does not require the BUD of the CSP to be limited to that same “use-by” time.

Rationale;

In instances where a conventionally manufactured single-dose container of sterile medication is the source of
an ingredient in a CSP, and that container is assigned a 12-hour use-by time after initial entry, regulators may
interpret any subsequent ingredients being withdrawn from that single-dose container as having an assigned
“BUD" of 12 hours or less. This, combined with the requirement in Section 14.3 that states “Additionally, the
BUD must not exceed the shortest remaining expiration date or BUD of any of the starting components.” may
fead the to the expectation that the BUD of the finished CSP be limited to 12 hours or less. The intent of
establishing maximum “use-by” times in Sections 15.1 and 15.2 appears to be assuming that the finished CSP
will have a BUD independent of the time within which an entered or punctured container can be used.
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NEVADA STATE BOARD OF PHARMACY
985 Damonte Ranch Parkway, Suite 206 - Reno, NV 89521 - (775) 850-1440

Facility for Treatment with Narcotics Application

Non-Refundable $80 fee
Rev (01/05/2024)

This application cannot be returned by fax or email. An original signature and fee are required to process.

NAC 449.1542 “Facility for treatment with narcotics” defined. (NRS 449.0302, 449.0303) “Facility for treatment with
narcotics” means any person or any public or private facility that provides a narcotic treatment program described in 42 C.F.R.
Part 8.

42 C.F.R. § 8.2.”Opioid agonist treatment medication” means any opioid agonist drug that is approved by the Food and Drug
Administration under section 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355) for use in the treatment of
opiate addiction.

NRS 639.0065 “Dispense” defined.

1. “Dispense” means to deliver a controlled substance or dangerous drug to an ultimate user, patient, or subject of
research by or pursuant to the lawful order of a practitioner, including the prescribing by a practitioner, administering,
packaging, labeling, or compounding necessary to prepare the substance for that delivery.

2. The term does not include the furnishing of a controlled substance by a hospital pharmacy for inpatients.

NRS 453.021 “Administer” defined. “Administer” means the direct application of a controlled substance, whether by
injection, inhalation, ingestion, or any other means, to the body of a patient or research subject by:

1. A practitioner or, in the practitioner’s presence, by the practitioner’s authorized agent; or

2. The patient or research subject at the direction and in the presence of the practitioner.

A person or public or private facility may apply to the Board for a license to administer opioid agonist treatment medication by
submitting an application to the Board. An applicant for a license must meet all of the following criteria:

1. Be certified by the Substance Abuse and Mental Health Services Administration of the United States Department of
Health and Human Services pursuant to 42 C.F.R. § 8.11;

2. Hold a license issued by the Division of Public and Behavioral Health of the Department of Health and Human Services
pursuant to NAC 449.154 to 449.15485, inclusive, to operate a facility for treatment with narcotics;

3. Be certified by the Division of Public and Behavioral Health of the Department of Health and Human Services pursuant
to NRS 458.025;

4. Ensure that each practitioner who administer opioid agonist treatment medication at the facility is registered with the
Board pursuant to NRS 453.231 and the Drug Enforcement Administration (DEA) of the United States Department of
Justice to dispense controlled substances; AND

5. Beregistered with the Drug Enforcement Administration (DEA) Opioid Treatment Program (OTP) - How to Become
Certified? | SAMHSA (https://www.samhsa.gov/medications-substance-use-disorders/become-accredited-opioid-
treatment-program), eCFR :: 42 CFR 8.11 -- Opioid treatment program certification. (https://www.ecfr.gov/current/title-
42/chapter-I/subchapter-A/part-8/subpart-C/section-8.11).

Complete and mail the application that is attached to these instructions to the address indicated above with the required non-
refundable fee of $80.00. Fees can be paid by credit card, debit card, personal check, cashier’s check, or money order made
payable to the Nevada State Board of Pharmacy. Credit and debit card payments are charged a 5% processing fee.

Upon approval of the application, a pre-opening inspection will be required. Information regarding the pre-opening inspection
will be provided to you after the approval of your application.

Once an application is approved, the facility receives a satisfactory pre-opening inspection and all other requirements of the
board have been completed, a license will be issued.

A Facility for Treatment with Narcotics license expires OCTOBER 31, OF EVEN NUMBERED YEARS, despite when the
registration is issued.
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NEVADA STATE BOARD OF PHARMACY
985 Damonte Ranch Parkway, Suite 206 - Reno, NV 89521 - (775) 850-1440

Facility for Treatment with Narcotics Application
Non-Refundable $80 fee

Rev (01/05/2024)
Section 1: Your Information
First: Middle: Last:
Date of Birth: SSN or ITIN: Sex: OM OF OX
Home Address:
City: State: Zip:

Telephone: Email:

If the owner of the facility is a practitioner, include the following:

Practitioner License #: Specialty:

Controlled Substance (CS) Registration #: DEA #:

Section 2: Facility Information (A practice address is required for processing of your application.)

Practice Name (if any):

Practice Address: Suite #:
City: State: Zip:
Telephone: Fax: Email:

Please indicate if opioid agonist treatment medication(s) will be administered or administered and dispensed at the facility:
[J The facility will ONLY BE administering opioid agonist treatment medications.

[ The facility will be administering AND dispensing opioid agonist treatment medications. (Each practitioner who intends to
dispense opioid treatment medications must also obtain a dispensing registration with the Board (NAC 639.742).

Section 3: List the names of the practitioners that will be administering/dispensing opioid agonist treatment medications from
the facility. (Use a separate piece of paper if additional space is needed.)

Name: CS Registration #:
Name: CS Registration #:
Name: CS Registration #:
Name: CS Registration #:
Name: CS Registration #:
Name: CS Registration #:
Name: CS Registration #:
Name: CS Registration #:

Section 4: Provide the following documents with your application:

1. The facility certification by the Substance Abuse and Mental Health Services Administration of the United States Department
of Health and Human Services pursuant to 42 C.F.R. § 8.11;

2. The facility license issued by the Division of Public and Behavioral Health of the Department of Health and Human Services
pursuant to NAC 449.154 to 449.15485, inclusive, to operate a facility for treatment with narcotics;

3. The facility certification by the Division of Public and Behavioral Health of the Department of Health and Human Services
pursuant to NRS 458.025; AND
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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.

Print Name (First, Last) Date
Original Signature (electronic, copies or stamps not accepted) Date
|| Board Use Only: Date Processed: Amount: ||
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NEVADA STATE BOARD OF PHARMACY

985 Damonte Ranch Pkwy Suite 206, Reno, Nevada 89521

(775) 850-1440 + (800) 364-2081 + FAX (775) 850-1444

* Web Page: bop.nv.gov

Applicant Name:

Credit cards are charged a 5% processing fee.

Payment: Pay application fee by providing your credit or debit card information below, or
by submitting a check made payable to Nevada State Board of Pharmacy.

Credit Type: Credit Card #:
1Visa [ MasterCard [] Discover
] American Express

Expiration Date: CVV (3 digits on back of card):;
_/ (MM/YY

Amount:
$

Wame on Card:

Billing Address:

Facility for Treatment with Narcotics Application
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NEVADA STATE BOARD OF PHARMACY
985 Damonte Ranch Parkway, Suite 206 - Reno, NV 839521 - (775} 850-1440

Change in Managing Pharmacist/Pharmacist in Charge/Supervising Pharmacist Application
Non-Refundable $50.00 Fee
Rev {05/17/2023)

Humboldt CountyGeneral Hosplta[ Pharmacy ) Lu:ense# PHO4461

Pharmacy Name:
Physical Address: 118 E Haskell St

City: Winnemucca State: NV Zip: 89445
Mailing Address (if different from physical address}: n/a

city: V@ State: N/@ zip: N/a
Telephone: 7 75-623.5222 x1550 Toll Free # (NAC 639.708, NRS 639.23286): /@

Fax: 179.625.8559 Contact Email: simonsen]@hghospital.org

}@W 125? ﬁ_’i ,"‘? fsd
Sufsj’éﬁlﬁng}fﬁamaclstlnformat

Estdtion i

Pharmacist Name: Janie Bright NV Pharmacist Registration #: 18028
State and End Date of the Managing Pharmacist/PIC/Supervising Pharmacist: 12/28/2022 to 12/26/2023

oS Now Mowating pharima L
Pharmacist Name: Joseph T. Slmonsen NV Pharma(:lst Registration #: 20645
+- TBD, pending Board approval, ideally 1/18/24

State Date as the Managing Pharmacist/PIC/Supervising Pharmacis

EATIET R R A R R e e e Lt Ty e
Pei%ﬁ'%;l@e P,rafessuonaifﬁlstoryj ﬁtheLNewlManagi’ngaPharmaclstIPﬁLézt%:nacistm‘ChargelSupeElﬁéﬁharmﬁlst@%gesﬁ ENO S

1. Have you been diagnosed 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 registration? v
2. Have you been charged, arrested or convicted of a felony or misdemeanor in any state? v
3. Have you been the subject of a board citation or administrative action whether completed or pending in any v
state?
4. Has your license/registration been subjected to any discipline for violation of pharmacy or drug laws in any v
state?

If you marked YES to any questions above, include the following information and provide a signed statement of explanation.
Cogles of any documents that ide ntlm the clrcumstance or contam an order, agreement or other dtsgosutmn is regmred

e

£Cl nmmalActlon
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fsecrionaziNew:Managing:? trmacist/Pharma

<Joseph T. Simonsen Pharmacist Registration #: 20645

PHO4461

Managing Pharmacist Name:
Humboldt County General Hospiial Pharmacy

Pharmacy Name: Pharmacy License #:

Initial each statement below to indicate vou have read and acree with the following:

[ understand that as the managing pharmacist | am responsible for compliance by the pharmacy and its personne!
with all state and federal laws and regulations relating to the operation of the pharmacy and the practice of
pharmacy. | understand my license can be revoked or that | can be subject of disciplinary action if such laws or
regulations are knowingly viclated in the pharmacy in which | am the managing pharmacist.

controlled substances of the pharmacy pursuant to 21 CFR Part 1304 and maintain a copy of the inventory in the file

J ? | understand within 48 hours after 1 report for duty as the managing pharmacist, 1 shall complete an inventory of all
at the pharmatcy.

| understand that if | cease to be managing pharmacist of the above-named pharmacy, | will jointly, with the new
managing pharmacist, take an inventory of all controlled substances.

[ A
—
w

| understand that as the managing pharmacist [ must ensure that all loss or theft of controlled substances are
reported on forms provided by the Nevada State Board of Pharmacy and Department of Public Safety within 10
days after the date of discovery of theft or loss. NRS 453.568. Federal regulations require that registrants notify
the Field Division Office of the Administration in his area, in writing, of the theft or significant loss of any
controlled substance, disposal receptacles or listed chemicals within one business day of discovery of such loss or

@6& theft. The registrant shall also complete and submit to the Field Division Office in his area, DEA Form 106
regarding the loss or theft (21 C.F.R. §1301.76(b) and 21 U.5.C. §830(b){1)(C}).

| understand that as the managing pharmacist [ must notify the Nevada State Board of Pharmacy of all employment
changes of pharmacy staff within 10 days of the change. NAC 639.540

1 certify under penalty of perjury that the information | have provided on 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.

Joseph Tyler Simonsen

Print Name of New Managing Pharmacist

. oF¥ec 273 <
M ¢ W%A/—\B_f ' ler h 28 December 2023

Original signature of New Managing Pharmacist (copies or stamps not accepted) Date

Board Use Only Date Received: ”‘3,7/‘4 Amount: IS0 LL

Change in Managing Pharmacist/Pharmacist in Charge/Supervising Pharmacist Application 3 of 4




20A - Financial Report



S5FY24 MONTHLY BUDGET REPGRT
NEVADA STATE BOARD OF PHARMALY
CURRENT MONTH: Dec 23

BUDGET. CURRENT MONTH PRIOR MONTH(s) PROJECTIONS THROUGH | TOTAL REVENUE/EXPENSE

|REVENUES APPROVED BUDGET AMENDMENTS REVISED BUDGET REVENUE/EXPENSE REVENUE/EXPENSE 6/30/2024 SFY24 DIFFERENCE
Beginning Balance 5 6,232,358 5 5,232,358 1 & - 5 - 5 6,232,358 | 5 6,232,358 | 3 -
Renewal Fees 5 1,795,552 s 1,795,552 { $ 2,800 [ 5 1,862,410 | $ 14,000 | § 1,879,210 | § 83,658
Registration Fees $ 1,561,460 $ 1,561,460 | $ 83,040 { 5 535,520 | $ 942,900 | §° 1,561,460 1 S D -
Recovered Costs $ 30,000 ] 30,000 | § - s R 29,500 | $ 30,000 | S -
CC Processing Fees 5 175,000 s 175,000 | 5 2,405 | § 106,186 | S . i 66,4101 5 175,000 | § -
Change MGR RPh 3 22,800 ! H 22,800 | § 1,000 | & 5,900 | $ 15,900 | § 22,800 | S -
Inspections B 5,000 5 5,000 [ & 75138 3,110 | $ 1,815 | % ~ 50003 .-
Interest Incame ) S 30,000 5 30,000 [ & 11,256 1 5 - |3 18,744 | §* T, 3000018 i -
late Fees , 5 “ 15,000 S 15,000 | § 2,000 3 1089118 e |3 - . 15,000 |'S ki N
Total Revenues $ 9,867,170 $ 8,867,170 | § 102,576 | $ 2,524,517 | § 7,323,736 | § 9,950,828 | § 83,658
EXPENSES

Payroll H 4,142,479 $ 4,142,475 | & 282,711 ([ 5 1,539,335 | § 2,320433| $ 414247918 .
Operating : $ 1,146,199 $ 1,146,199 | § 86,402 | § 391,818 | § 667,979 | $* 1,146,159 $ B
Equi it $ 25,000 $ 25,000 | $ 2,906 | S _ - s 22,0841 % " 25,000] $
In-State Travel $ 110,000 S 110,000 | § 6,546 | 5 36,520 | $ 66,933 | S 110,000 $ -
Out-of-5tate Travel 5 i 65,000 5 65,000 [ 5 342415 8089 | § 53,487 | § 6500018 7. -
DAG Cost H 40,000 S 40,000 | § 864 s 15815 37,556 | $ 40,000 | §. -
Reserve $ 4,338,492 $ 4,338,452 | § L ] - ) 3 4422150 $ 83,658
Total Expenses $ 9,867,170 $ 9,867,170 | § 382,853 § 1,977,344 8 3,168,481( § 9,950,828 | § 83,658
Balance $ - S - $ . $ -
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