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compounding pharmacy

Dave Wuest, Pharm. D

Executive Secretary

Nevada State Board of Pharmacy
985 Damonte Ranch Pkwy, Ste 206
Reno, NV 89521
dwuest@pharmacy.nv.gov

RE: Out-of-State Pharmacy Application — Supplemental Response
Dear Dr. Wuest:

We hope this letter finds you well and thank you in advance for your consideration of the
information included within this supplement to our application for an Out-of-State Pharmacy
license. As you may be aware, we applied for an Out-of-State Pharmacy license for our Arizona
Strive Pharmacy location on May 10, 2023. At this time, our application is set for review before
the Nevada Board of Pharmacy (the “Nevada Board™) during the October 12, 2023 meeting as
Agenda Item 8.B.

While preparing for our appearance before the Nevada Board, we noticed that our answer to
Section 3, Question 3, should be changed and supplemented with additional materials that have
occurred since we originally filed our application. For ease of reference, Section 3, Question 3
asks the following:

Has the corporation, any owner(s), shareholder(s) or partner(s) with any interest, ever
been subject to an administrative action, board citation, cite find, or proceeding relating
to the pharmaceutical industry?

In the original application, we answered “no” to this question addressing our company’s history.
This was accurate at the time we filed. However, since filing the original application, a series of
matters have developed involving the Arizona location and elsewhere in the Strive Pharmacy
corporation that fairly require disclosure and our answer be changed in the affirmative. For
clarification, we have provided our Strive Pharmacy Business Organizational Chart for review.
See Exhibit 1.

Please understand, this omission was unintentional. Nevertheless, we wanted to apologize for
this oversight and amend our answer to Section 3, Question 3 within our original application
from “no” to “yes” and provide the following supplemental information for the board’s
evaluation of our application:
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Arizona Board of Pharmacy Complaint 22-0668:

On December 5, 2022, we received our initial Complaint 22-0668 from the Arizona
Board of Pharmacy (the “Arizona Board”) alleging we engaged in the compounding of
essentially a copy of a commercially available product (compounded semaglutide). See
Exhibit 2. However, Complaint 22-0668 was amended and delayed to accommodate the
dynamic nature of this topic and noted improper recordkeeping practices. See Exhibit 3.
Our responses are set out in Exhibit 4.

During the Arizona Board’s August 17, 2023 meeting, we appeared before the Arizona
Board to address Complaint 22-0668.

After our appearance before the Arizona Board and addressing the various concerns of
the respective Board members, it was determined that our semaglutide compounding
practices were in line with the current FDA guidance and good current compounding
practices of Arizona.

However, the Arizona Board did find that our compounding logs contained some
recordkeeping discrepancies and plan to issue disciplinary action with a $1,000 fine.

For reference, a video of our appearance can be found at the following link: here. Our
appearance begins at 0:34:56 and continues until 1:33:35.

At this time, the consent order evidencing this disciplinary action is still being finalized.
Once the consent order is completed and signed by the respective parties, we will supply
it to the Nevada Board of Pharmacy for review.

Utah Board of Pharmacy Citation #102685:

On May 22, 2023, our Arizona pharmacy location received a citation alleging we were
dispensing bulk nonpatient-specific drug substances for office use without registering as
a 503B outsourcing facility. See Exhibit 5.

We issued a response to the Utah Pharmacy Board appropriately claiming that Strive acts
in accordance with 21 U.S.C. § 353a(a) and only compounds drug products for an
identified individual patient that were being shipped to their practitioners acting as the
patient’s agent in accordance with Utah law. See Exhibit 6.

On June 28, 2023, the Utah Pharmacy Board reviewed the response and dismissed the
citation taking no further action. See Exhibit 7.

Colorado Board of Pharmacy Inspection:

On August 11, 2023, the Colorado Board of Pharmacy (the “Colorado Board™) inspected
our Denver location and issued an accompanying complaint. See Exhibit 8.
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e We issued two responses to the Colorado Board assuring that our compounding
pharmacy practices were not only compliant with both FDA and Colorado law but that
any requested changes were appropriated corrected. See Exhibit 9.

e On September 25, 2023, the Colorado Board alerted us that have reviewed our response
to their filed complaint and decided not to commence formal proceedings against our
Denver location pharmacy’s license. See Exhibit 10.

FDA Inspection & Form 483:

e The FDA inspected our Texas pharmacy facility between August 14 — September 8,
2023. As a result, the FDA inspector issued a Form 483 on September 9™ listing four
observations related to the pharmacy’s compounding process. See Exhibit 11.

e To address the FDA’s concerns, we issued a Response to the Observations included
within the Form 483 on October 2™ to assure the FDA that any issues observed have
either been corrected or are in the processed of being corrected. See Exhibit 12.

California Board of Pharmacy Citations:

e On September 28, 2023, our Arizona pharmacy location received a citation with
accompanying fines against their non-resident pharmacy license and compounding
license in California alleging our pharmacy is compounding commercially available drug
products and other associated compounding prohibited acts. See Exhibit 13.

e Our plan is to contest these citations by requesting an informal Office Conference with
the California Board of Pharmacy by October 12, 2023.

Thank you for your time and consideration of these supplemental responses. In the event Nevada
Board representatives have any further questions, please do not hesitate to contact us.

Respectfully,

Matthew Montes De Oca

Managing Pharmacist

Nevada Out-of-State Pharmacy License
Strive Pharmacy

1275 E. Baseline Rd., Suite 104
Gilbert, AZ 85233
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Arizona State Board of Pharmacy \
P.0O. Box 18520, Phoenix, AZ 85005

P) 602-771-2727 F) 602-771-2749 P
htips:/fpharmacy.az.gov/ i

December 5, 2022

Strive Pharmacy
1275 E. BASELINE ROAD 104

GILBERT, AZ 85233
Re: Case No. 22-0668 ;

Dear Permit Holder,

e e e

The: above- referenced complaint, involving Permit Number Y007406, will be reviewed bythe P
Complalnt Re\new Committee on February 7, 2023. It will then be considered by the Arizona
State Board of Pharmacy at their meeting of February 15-16, 2023.

!

At the Complaint Review Committee meeting, the committee members will review the
complaint and make a recommendaticn to the Board.

[
At the Board meeting, the Board will determine whether to accept the recommendation of the
committee or to choose an alternate course of action. The Board may choose to dismiss the K
matter, move the case to a conference or offer a consent agreement to resolve the case. The '
Board cannot impose discipline {apart from offering a Consent Agreement) at this meeting.
Therefore, A.R.S. §32-3108 does not apply and the Board s rot required to afford the licensee. |
with an opportunity to speak. If the licensee is present, the Board may choose to ask them
questions, if time permits, and/or move the case to conference for discussion. : .

o
You are welcome to follow the Board meeting online. All Board meetings are streamed live ;
online via YouTube. Please use the search terms Arizona State Board of Pharmacy.

Date & Time: Complaint Review Committee Meeting ~
February 7, 2023 ~ 8:30 a.m.

Location: Arizona State Board of Pharmacy Board Room
1110 W. Washington, Suite 255
Phoenix, AZ 35007

Date & Time: Board Meeting —
February 15-16, 2023 —8:30 a.m. ;

Location: Arizona State Board of Pharmacy Board Room [
1110 W. Washington, Suite 245
Phoenix, AZ 85007

StrivePharmacy007




if you have any questions, please contact this office.

Sincerely,

o gfm

Kam Gandhi, PharmD
Executive Director
KG/jcm

Enc.
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Arizona State Board of Pharmacy
P.0. Box 18520, Phoenix, AZ 85005

P) 602-771-2727 F} 602-771-2749
htips:/fpharmacy.az.gov/

December 5, 2022

Strive Pharmacy

1275 E. BASELINE ROAD 104

GILBERT, AZ 85233

Re: Case No. 22-0668

Dear Permit Holder,

i

Thﬁgggquggege_;gnced complaint, involving Permit Number YO07406, will be reviewed bythe ||
t R ee on February 7, 2023. it will then be considered by the Arizona |

Complaint Review Committ

-

State Board of Pharmacy at their meeting of February 15-16, 2023.

At the Complaint Review Committee meeting, the committee members will review the

complaint and make a recommendation to the Board.

|
At the Board meeting, the Board will determine whether to accept the recommendation of the |
committee or to choose an alternate course of action. The Board may choose to dismiss the ’
matter, move the case to a conference or offer a consent agreement to resolve the case. The,
Board cannot impose discipline (apart from offering a Consent Agreement) at this meeting. "
Therefore, A.R.S. §32-3108 does not apply and the Board is not required to afford the licensée: | |
with an opportunity to speak. If the licensee is present, the Board may choose to ask them |
questions, if time permits, and/or move the case to conference for discussion. |

You are welcome to follow the Board meeting online. All Board meetings are streamed live
online via YouTube. Please use the search terms Arizona State Board of Pharmacy. [

Date & Time:

Location:

Date & Time:

Location;

P
rd

Complaint Review Committee Meeéting—
February 7, 2023 - 8:30 a.m.

Arizona State Board of Pharmacy Board Room
1110 W. Washington, Suite 255
Phoenix, AZ 85007 “

Board Meeting —
February 15-16, 2023 —8:30 a.m.

Arizona State Board of Pharmacy Board,Room
1110 W. Washington, Suite 245 '
Phoenix, AZ 85007 o
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If you have any questions, please contact this office.

Sincerely,

i Godl:

Kam Gandhi, PharmD

Executive Director
KG/jecm

Enc.
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Arizona State Board of Pharmacy

Physical Address: 1110 W, Washington St., Suite 260, Pheenix, AZ 85007

Maling Address: P.0. Box 18520, Phoenix, AZ 85005 ,
P) 602-771-2727 F) 602-771-2749 www.azphammacy.gov i

COMPLAINT #22-0668 | ;
Board Staff: Karol Hess Compliance Officer |
Pate: December 1, 2022
Respondent(s):

Strive Pharmacy Y007406
Michael Walker 5021357 :

[

B
'

SUBJECT: A pharmacy was allegedly compounding a commercially available product.
SUMMARY: o

On November 15, 2022 Compliance Officer Sharon Richardson received an email from a competitor compounding }
pharmacy stating that the owner believed that Strive Pharmacy may be compounding a commercially availab[fef '
product. This email was accompanied by an advertisement from Strive Pharmacy for compounding Semaglutide {

e B x "

Obéinpic® & Wygovy®). This advertisement indicates that Strive Pharmacy will compound Semaglutide injectable] “
According to the advertisement, the dosing schedule recommended for this product is exactly the same as the
brand name Wygovy®, which is FDA approved for weight loss. The advertisement instructs doctors how tclw
prescribe this product, making the proper conversions to equal the Wygovy® dose titration. A complaint wa?
opened.

Edl

e

: in August of 2021, Strive Pharmacy began compounding Semaglutide Injectable, On November 15, 2022
Compliance Officer Karol Hess arrived at Strive Pharmacy and spoke with the owner, Michae] Walker, regarding the
complaint. Mr. Walker admitted to compounding Semaglutide. He stated that originally he had compounded thg )
Seraglutide alone but after the advice of his attorney and concerns of possibly compounding a commercially
available drug, he decided to begin marketing it with B12 {cyanacobalamin) to combat the nausea often associatéij;

|

with this medication. Cyanocobalamin injectable is also a commercially available drug and the recommended !
)

i

dosing schedule remalned that of Wygovy®. Please see below chart of a comparison of available strengths fdr D

{
}
|
i

Ozempic®, Wygavy®, and Strive Semaglutide. I

N

Drug Name Strength 1 Strength 2 Strangth 3 Strength 4 Strength 5
ORI R e I S R ST L g QA e AR A
" 0.5mg/0.5ml "1.7mg/0.

M e, <M IO W we et e et

Wvggw .5-5!\‘“ o
SHVE Semapltige s e/ AmE AL

*all of the Semaglutide products compounded that contain Cyanocobalamin contain 1ma/ml of Cyanocobalamin — this does not appear to'be! .
pattent specific . i -
- RN

ot Sl
2.4mg/0.75ml
A .

b

Foe . il
A ‘Mr. Waiker also advised CO_Hess_that both Ozempic® and Wygovy® are currently on the FDA’s shortage list a.nfdl‘ 1

may be compounded. This is true; however, both brand name products appeared on the shortage list March :j;f].}j f
2022. Mr. Walker began compounding this product in August of 2021, 7 months prior to the shortage. Please see:j i
the below chart for totals compounded in 2021 and 2022 prior to it appearing on the shortage list. I r
'%

|

|

Total Pt BlIStin 202 L Ty foh e B e e N

Semagutide Inj Samglutide/B12 In] |Grand Tatal
! 275 ol . 283

Total RKs Rilled fni2022throtgh 3/31/2022: % S5LEEE! { |

Samagutide Inj Semglutide/B12 1nj |Grand Total }
1191 s 1197 | t
|
1

PRt yeR

Additional fill Information is located on the spreadsheet within the evidentiary portion of this report.
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Physical Address: 1110 W. Washington St, Suite 260, Pheenix, AZ 85007
Mailing Address:  P.0O. Box 18520, Phoenix, AZ 85005

i
Arizona State Board of Pharmacy r l
P) 802-771-2727 F) 602-771-2748 www.azpharmacy.gov

COMPLAINT #22-0668

Board Staff: Karo! Hess Compliance Officer
Date: December 1, 2022

Respondent(s}):

Strive Pharmacy Y007406

Michael Walker 5021357 !

SUBIECT: A pharmacy was allegedly compounding a commercially available product. : |
SUMMARY: ‘ Sy
On November 15, 2022 Compliance Officer Sharon Richardson received an email from a competitor compounding |1
pharmacy stating that the owner belleved that Strive Pharmacy may be compounding a commercially avallable
product. This email was accompanied by an advertisement from Strive Pharmacy for compounding Semaglutide
(Ozéfpic® & Wygovy®). This advertisement Indlcates that Strive Pharmacy will comgound Semaglutide injectablé.
According to the advertisement, the dosing schedule recommended for this product is exactly the same as the
brand name Wygovy®, which Is FDA approved for weight loss. The advertisement instructs dectors how to
prescribe this product, making the proper conversions to equal the Wygovy® dose fitration, A complaint wa;; l
opened.

=

In August of 2021, Strive Pharmacy began compounding Semaglutide Injectable, On November 15, 2032|

Compliance Officer Karol Hess arrived at Strive Pharmacy and spoke with the owner, Michael Walker, regarding the t , v ¢

complaint. Mr. Walker admitted to compounding Semaglutide. He stated that originally he had compounded thel‘.
Semaglutide alone but after the advice of his attorney and concerns of possibly compounding a commerciallyi, }
available drug, he decided to begin marketing it with B12 (cyanacobalamin} to combat the nausea often associated '

with this medication. Cyanocobalamin injectable is also a commercially available drug and the recommendéﬁ
dosing schedule remained that of Wygovy®, Please see below chart of a comparison of available strengths fdlr
Ozempic®, Wygovy®, and Strive Semaglutide. 1

Drug Name _ Strength Strength 2 ___Strength 3
FOzempic s T e AgmL S SR amg/aml TR 2 P ame/3ml .t

Wygovy  025mg/o5ml  OSmefosml “Imgio.5mi
K itive Semarlutue” S 2e T No S e e e IR S

%Al of the Semaglutide products contpounded that contain Cyanocobalamin contaln 2mg/ml of Cyanocobalamiz — this does not appear tof'lélelr' |
patient specific '

Mr. Walker also advised CO Hess that both Ozempic® and Wygovy® are currently an the FDA's shortage fist and|
may be compounded. This is true; however, both brand name products appeared on the shortage list March 31k
2022, Mr. Walker began compounding this product in August of 2021, 7 months prior to the shortage. Please §¢é§
the below chart for totals compounded in 2021 and 2022 prior to it appearing on the shortage list. '

Semagutide In} Semglutide/B12 In] |Grand Total t

275 _ ¢ N 283 '
Total RX's filled i 2022 throtigh 3/31/2022 834
Semagutide Inj Samglutide/B12 Inj |Grand Total i
1101 6 I 1197

Additional fill information is located on the spreadsheet within the evidentiary portion of this report. IF '

StrivePharmacy012
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According to this spreadsheet it appears that Mr. Walker often made batches of these compounds, This was |
confirmed via an email dated December 1, 2022,

According to a guidance document printed by the FDA in January of 2018;
“FDA intends to consider a compounded drug product to be essentially a copy of a commercially available drug
product if the compounded drug product contains the same APls as two or more commercially avallable drug
products in the same, similar, of easily substitutable strength and if the commercially available drug products can
be used (regardless of how they are labeled) by the same route of administration prescribed for the compounded

1

drug, unless there is documentation as described in section lI.B.2.” .

|

i

INVESTIGATION NOTES: 1 '

Included for Board review: j ]

» Acapyofthe complaint letter provided to Strive Pharmacy ] l 1
} [

o Response from Mr. Walker
¢  Acopy of the fill spread sheet for Strive Semaglutide from 8/2021 through 11/2022

-

e A copy of thie advertisement for Strive Phafmacy’s Semaglutide
A capy of FDA’s guidance document entitled, “Compounded Drug Products That Are Essentially Copies of a : \
Commercially Available Drug Product under Sectien 503A of the Federal Food, Drug, and Cosmetic Act” |

« A copy of two articles provided by Mr. Walker
+ Email communications pertaining to complaint ' [

LICENSEE/PERMITEE RESPONSE

Mr. Walker makes several assertions within his response. The first comes from 21 U.S.C. 353, He quotes.... '

“*+he pharmacy must not compound “regularly or in inordinate amounts” drugs that are “assentially coples
of commercially available drug products.” 21 U.S.C. 353a {b) (1){d)."” !

Mr. Walker offers no definition of “regularly or inordinate amounts”. i
g

& guidance document provided by the FDA entitled,
Compounded Drug Products That Are Essentialy Copies of a Cornmercnally Avallable Drug Product under Section 503A of the |

Federal Food, Drug, and Cosmetic Act, states the following: ..
“To focus enforcement on the most significant cases, as a matter of policy, at this time FDA does not intend to take
action agalnst a compounder for compounding a drug product that is essentially a copy of 2 commercially availabla 1
drug product regularly or in inordinate amounts |f the campounder fills four or fewer prescriptions for the relevant | ’ !

H

compounded drug product in a calendar month. u*

Mr. Walker's second assertion agaln referepces 21 U.5.C 353, He states;
|
1
“The EDCA provides that the phrase “'essentlally a copy of a commercially available drug product’ does not inciude a
drug product in which there is a change, made for an Identified individual patient, which produces for that patienta slgmﬁcant
difference, as determined by the prescribing practitioner, between the compounded drug and the comparable commermal!y \

avallable drug.”” e

%31 U.,5.C. 353a (b} (2). Strallarly, for a drug compounded by a registered 5038 outsourcing facility to be exempt fror}n
certain requitements of the FDCA, the drug must not be “essentially a copy of one or more approved drugs.” 21

U.S.C. 353b (a) (5).""

The products Mr. Walker was compounding In 2021 did not contain a change. Some of the drugs compounded in 2022' I
contained Cyanacohalamin, also a FDA approved and commercially available drug. Furthermore, within this document the FDA :
qualifies “an Identified Individual patient, which preduces for that patient a significant difference, as determined by the ]
prescribing practitioner...” o mean; |

StrivePharmacy013
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“If a compounder intends to rely on such a determination to establish that a compounded drug is not essentially &
copy of a commerclally available drug product, the compounder should ensure that the determination is documented } §
on the prescription.”.... “EDA does not believe that a particular format Is needed to document the determination, ‘ "
provided that the prescription makes clear that the prescriber identified the relevant change and the significant | |
difference that the change will produce for the patient. For example, the fallowing would be sufficient:” b

»  “No Dye ¥, patient allergy” (if the comparable drug contains the dye) \
e “Liquid form, patient can't swallow taklet” (i the comparable drug is a tablet) | '

'

e  “6mg, patient needs higher dose” (if the comparabie drug is only available in 5 mg dose)

I
Mr. Walker then cites an article that discusses the promise of using B12 with glucagon-like peptide-1 receptor (GLP-18) agonist::;! ’
to combat the nausea assoctated with these drugs (attached). Unfortunately, thi§ article and the research it covers were done ||

on rats not humans. ‘Mr. Walker offered no evidence of research done in humans. |

o T w - - .

t 1
POSSIBLE VIOLATIONS:

Strive Pharmacy YOO7406 [ i [

32-1901. Definitions ]
In this chapter, uniess the context otherwise requires:

11. "Compounding” means preparing, mixing, assembiing, packaging or labeling a drug by a pharmadist or an |
intern or pharmacy technician under the pharmacist's supervision, for the purpose of dispensing to a patient based ||
on a valid prescription order. Compounding includes preparing drugs In anticipation of presctription orders !
prepared on routine, regularly observed prescribing patterns and preparing drugs as an incident to research}
teaching or chemical analysis or for administration by a medical practitioner to the medical practitioner's patienj:i
and not for sale or dispensing. Compounding does not include preparing cornmercially available products fropﬁl
bulk compounds or preparing drugs for sale to pharmacies, practitioners or entities for the purpose of dispensir;lg

or distribution.

R4-23-410. Current Good Compounding Practices }

A. This Section establishes the current good compounding practices to be used by a pharmacist licensed by thjé i

Board, in a pharmacy permitted by the Board, and in compliance with applicable federal and state law governing I‘:
the practice of pharmacy T

e o b+ s a1

il
e

‘Michael Walker $021357 !

32-1901. Definitions
In this chapter, unless the context otherwise requires: L
11. "Compounding" means preparing, mixing, assembling, packaging or labeling a drug by a pharmacist or ah

intern or pharmacy technician under the pharmacist's supervision, for the purpose of dispensing to a patient basé‘di??
on a valid prescription order. Compounding includes preparing drugs in anticipation of prescription ordefis_x"s'rf
prepared on routine, regularly observed prescribing patterns and preparing drugs as an Incident to researc’%ﬁ,r
teaching or chemical analysis or for administration by a medical practitioner to the medical practitioner's patient.
and not for sale or dispensing. Compounding does not include preparing commercially available products frc?nln'{
bulk compounds or preparing drugs for sale to pharmacies, practitioners or entities for the purpose of dispensing

i or distribution. f t

[
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R4-23-410. Current Good Compounding Practices ‘
A. This Section establishes the current good compounding practices to be used by a pharmacist licensed by the P
Board, in a pharmacy permitted by the Board, and in compliance with applicable federal and state law governing;

|
|
the practice of pharmacy l'

StrivePharmacy015
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Arxizona State Board of Pharmacy

Physical address: 111¢ W Adams Suite 260 Phoenix, AZ 85007; Mailing address: PO Box 18520 Phoenix, AZ 85005-8520
Telephone: 602:771-2727  Fax: 602-771-2749  www.azpharmacy.gov !

Mr. Michael Walker I nl |
Strive Pharmacy L
1275 E. Baseline Rd. #104

Gilbert, AZ 85233

Y007406

i

{ |
Mr. Walker: ! I
l
1

The Board office has opened Complaint 22-0668 against Strive Pharmacy holder pharmacy permit Y007406 located at 127 i
N
i

Baseline RD. #104 Gilbert, AZ 85233, (
l

It has come to our attention that your pharmacy is compounding a commercially available product. The product in qucstlon is '
Ozempic 2mg/1m! or the brand of Wegovey 2.4mg/ml and Smg/ml. Arizona law prohibits the compounding of commercnally
available products. Please see below:

o
32-1901. Definitions }l h i
11. "Compounding™ means preparing, mixing, assembling, packaging or labeling a drug by a pharmacist or an intern or pharm lacy
technician under the pharmaclst‘s supervision, for the purpose of dispensing to a patient based on & valid prescription ordet.

Compounding includes preparing drugs in-anticipation of prescription orders prepared on routine, regularly observed prcscnbmg

patterns and preparing drugs as an incident to research, teaching or chemical analysis or for administration by a medical prz‘ict%uoner to

the medical practitioner's patient and not for sale or dispensing. Compounding does not include preparing commercially- avallable
products from bulk compounds or preparing drugs for sale to pharmacies, practitioners ot entities for the purpose of d1spcnsmg of
distribution.

A written response to the complaint should be sent no later than 11/30/22. J

You may send the response and documents to my attention via e-mail (preferred), fax to 602-771-2749, or mail to PO Box 1F 520
Phoenix, AZ 85005-8520. ],4

The Board will review the complaint and all information received in determining any potential action against permit Y00745§;
J
Please contact me if you have any questions. ]:i t
Karol Hess Pharm D. Rph "
Compliance Officer

623-518-0336 |;
khess@azpharmacy.gov I
|
|
|
l
r
!
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Exhibit 3
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Arizona State Board of Pharmacy
Mailing Address: P.O. Box 18520, Phoenix, AZ 85005
P} 602-771-2727 F) 602-771-2749

pharmacy.az.gov

March 15, 2023

Strive Pharmacy

1275 E. BASELINE ROAD 104
GILBERT, AZ 85233

Re: Complaint No. 22-0668

Dear Permit Holder:

The above-referenced complaint, involving Permit Number Y007406, will be reviewed by the Arizona State
Board of Pharmacy at their meeting of April 5, 2023. Your presence is requested at that meeting.

Please be present at 8:30 a.m. and remain in the audience until your name is called by the President to come
forth to speak with the Board Members.

Location: Arizona State Board of Pharmacy
1110 W. Washington, Suite 245
Phoenix, AZ 85007

Date & Time:  April 5, 2023 - 8:30 a.m.

If you are unable to appear in person, you may appear virtually using Zoom. Please log on to the meeting using
the following link - https://usO2web.zoom.us/j/84966647190?pwd=MDhtdEw1Z2xkMEJsZDIBUGATbGImQT09.

Please notify Jennifer Mitchell, Executive Staff Assistant at jmitchell@azpharmacy.gov if you intend to appear
virtually.

If you have any questions, please contact this office.
Sincerely,

ﬂ'&

Kam Gandhi, PharmD
Executive Director

KG/jcm

e Alexander L. Snyder, Esq.
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Arizona State Board of Pharmacy
Mailing Address: P.O. Box 18520, Phoenix, AZ 85005
P) 802-771-2727 F) 602-771-2749

pharmacy.az.gov

March 15, 2023

Michael Walker
I € CAMPBELL CT
GILBERT, AZ 85234
Re: Complaint No. 22-0668
Dear Mr. Walker:

The above-referenced complaint, involving License Number S021357, will be reviewed by the Arizona State
Board of Pharmacy at their meeting of April 5, 2023. Your presence is requested at that meeting.

Please be present at 8:30 a.m. and remain in the audience until your name is called by the President to come
forth to speak with the Board Members.

Location: Arizona State Board of Pharmacy
1110 W. Washington, Suite 245
Phoenix, AZ 85007

Date & Time:  April 5, 2023 - 8:30 a.m.

If you are unable to appear in person, you may appear virtually using Zoom. Please log on to the meeting using
the following link - https://usO2web.zoom.us/j/84966647190? pwd=MDhtdEw1Z2xkMEJsZDIBUGATbGImQT09.

Please notify Jennifer Mitchell, Executive Staff Assistant at jmitchell@azpharmacy.gov if you intend to appear
virtually.

If you have any questions, please contact this office.
Sincerely,

i Cadl:

Kam Gandhi, PharmD
Executive Director

KG/jcm

cc: Alexander L. Snyder, Esq.
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Arizona State Board of Pharmacy

COMPLAINT # 22-0668 Addendum

Compliance Officer: Sandy Sutcliffe/Dennis Waggoner
Date: 03/14/2023

Respondent(s): Strive Pharmacy Y007406
Michael Walker PIC 8021357

Type of complaint: A pharmacy was allegedly compounding a commercially available product.

COMPLAINT SUMMARY

On 12/12/22 Compliance Officer Karol Hess requested additional information from Strive Pharmacy including compounding records
for two lot numbers.

After review of the compounding records Compliance Officers Sandy Sutcliffe and Dennis Waggoner visited the pharmacy on 3/6/23
for certificates of analysis (CoA) and invoices.

1) Compounding components
Wegovy and Ozempic contain Semaglutide (base)-under patent by Novo Nordisk.

Information on the Novo Nordisk website for Wegovy or semaglutide indicates it is not sold for the purposes of compounding with
other products.

Q and A for Wegovy: Is the semaglutide/Wegovy being offered by compounding pharmacies the same treatment as my Wegovy
prescription? “We are aware that there are companies claiming to have availability of Wegovy or semaglutide. We want consumers and
healthcare providers to know and be very clear that Novo Nordisk does not sell Wegovy (or its active ingredient, semaglutide) for the
purposes of compounding with other products. We have not conducted studies to evaluate the safety and efficacy of Wegovy when
compounded with other ingredients. Novo Nordisk is the only company that has FDA approval to market Wegovy and we supply it in a
disposable single-use pen available by prescription only.

The pharmacy compounded originally with Semaglutide Acetate then changed to Semaglutide Sodium. See attached FD&C Act
summary for 503a human drug compounding.

There is not a USP/NF monograph for Semaglutide
There are no FDA approved products that contain Semaglutide Sodium or Semaglutide Acetate.
Semaglutide is not found on the 503a bulk substances list.

None of the standard suppliers of APIs for pharmacy compounding show a Semaglutide product in their catalog-i.e. PCCA,
Medisca, Spectrum, Fagron, Letco.

The pharmacy purchased their semaglutide products from Darmerica AZ permit # W003529 and now use Biopeptek AZ permit #
M002065. Darmerica is registered with the FDA and was last inspected on 3/11/22. Biopeptek is a virtual manufacturer, The
contracted manufacturing facility for Biopeptek in China is registered with the FDA and had no inspections in the FDA dashboard.

The Darmerica sodium invoices state: “Any products currently covered by valid US Patents are offered for R&D use in accordance
with 35 USC 271(e)+A13(a)... Any patent infringement and resulting liability is solely at buyer risk.” On the CoA documents for the
sodium form there is a disclaimer “This is a bulk sodium salt form ingredient that requires further processing. The buyer is liable for
any finished product patent infringement.”
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The Biopeptek CoA states: “ This batch is tested and confirmed to specifications and analytical procedures of BPT-QC-SOP-1182;
results comply with specifications. The reference document is the SOP. No semaglutide information was found on their website. The
label on the Semaglutide Sodium states: “Caution: For manufacturing, processing, or prescription compounding.”

Other online sources indicate the semaglutide products are for research only.

2) Recordkeeping

Compounding records provided at the request of CO Hess were from 3/23/22 for assigned lot LG5009866 and 4/18/22 for assigned
lot LG5011288 and indicated the pharmacy compounded with Semaglutide Acetate (Darmerica lots DL6477 and DL6515).

Invoices received for the Darmerica lot numbers show the pharmacy purchased Semaglutide Sodium not Semaglutide Acetate. The
compounding records were not updated to reflect the correct component used. LG5009866 was dispensed 38 times. LG5011288 was
dispensed 28 times.

Per the PIC the pharmacy changed from compounding with Semaglutide Acetate to Semaglutide Sodium approximately December
2021.

Unknown how many pharmacy compounding records may be inaccurate or the individual pharmacists or technicians involved.

INVESTIGATION NOTES:
Documents:
Novo Nordisk Wegovy summary Online semaglutide examples
APC summary compounding Semaglutide Compounding worksheets
FD&C Act summary Rx detail two lots compounded
503a bulk substances list Stability/sterility analysis
Darmerica invoices/CoA
Biopeptek invoice/CoA/photos

RESPONSES:

Additional responses received to CO Hess' complaint investigation on 1/6/23 and 1/31/23 and are included.

The response from 1/6/23 indicated the pharmacy compounded the semaglutide product based on valid prescription orders with the
intent of directly dispensing to patients. The compounded drug product is not essentially a copy of a commercially available drug
product as it does not bave the same, similar, or easily substitutable dosage strength.

The response from 1/31/23 indicated that the flexible dosing allowed by the compounded drug product provides practitioners with
opportunities to better treat patients on an individual basis. Practitioner testimonials were included.

POSSIBLE VIOLATIONS: Michael Walker S021357

32-1901.01. Definition of unethical and unprofessional conduct; permittees; licensee

B. In this chapter, unless the context otherwise requires, for the purposes of disciplining a pharmacist or pharmacy intern,
"unprofessional conduct” means the following, whether occurring in this state or elsewhere:

2. Violating any federal or state law, rule or regulation relating to the manufacture or distribution of drugs and devices or the practice
of pharmacy.

10. Violating a federal or state law or administrative rule rclatiu'g to marijuana, prescription-only drugs, narcotics, dangerous drugs,
controlled substances or precursor chemicals when determined by the board or by conviction in a federal or state court.
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R4-23-410{A)(I). Current Good Compounding Practices )

A. This Scction cstablishes the current pood compounding practices to be used by a pharmacist licensed by the Board, ina phannacy
permitled by the Board, and in compliance with applicable federal and state law governing the practice of pharmacy.

1. A pharmacy permittee shall ensure that the pharmacist-in-charge establishes, implements, and complies with pharmaceutical: pmducl'
compounding conirals that conform with the standards in this subsection.

1. Phanmaceutical product compounding procedures are available in either writien form or elecironically stored wiih printable
documentation:

a. To ensure that a finished pharmaceutical product has the identity, strength, quality, and purity it is purported or represented to i
possess, the procedures include, for each pharmaceuntical product compounded, a description of; i

h
i. The components, their manufacturer, lot mimber, expiration date, and amounts, the order of component addition, if applicable, : aﬂd

the compounding process; |

|
il. The equipment and utensils vsed; and I

iif. The pharmaceutical produst container and closure system proper for the steritity and stability of the pharmaceutical product as it is |
intended to be nsed, !

|
POSSIBLE VIOLATIONS: Strive Phannacy Y007406 i

32-1%01.01. Definition of nnethical and unprofessional conduct; permittees; licensees 1

A. In this chapter, unless the context otherwise requires, for the purposes of disciplining a permittee, "unethical conduct” means ths
following, whether occurting in this state or elsewhere:

6. Violating a federa! or state law or administrative rule relating 1o marijuana, prescription-only drugs, narcotics, dangerous drugis
controlled substances or precussor chemicals,
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Arizona State Board of Pharmacy

Physical Address: 1110 W. Washington St., Suite 260, Phoenix, AZ 85007
Mailing Address: P.O. Box 18520, Phoenix, AZ 85005

P) 602-771-2727 F) 602-771-2749 www.azpharmacy.gov

COMPLAINT #22-0668

Board Staff: Karol Hess Compliance Officer
Date: December 1, 2022

Respondent(s):

Strive Pharmacy YO07406

Michael Walker 5021357

SUBJECT: A pharmacy was allegedly compounding a commercially available product.

SUMMARY:
On November 15, 2022 Compliance Officer Sharon Richardson received an email from a competitor compounding

pharmacy stating that the owner believed that Strive Pharmacy may be compounding a commercially available
product. This email was accompanied by an advertisement from Strive Pharmacy for compounding Semaglutide
{Ozempic® & Wygovy®). This advertisement indicates that Strive Pharmacy will compound Semaglutide injectable.
According to the advertisement, the dosing schedule recommended for this product is exactly the same as the
brand name Wygovy®, which is FDA approved for weight loss. The advertisement instructs doctors how to
prescribe this product, making the proper conversions to equal the Wygovy® dose titration. A complaint was
opened.

In August of 2021, Strive Pharmacy began compounding Semaglutide injectable. On November 15, 2022
Compliance Officer Karol Hess arrived at Strive Pharmacy and spoke with the owner, Michael Walker, regarding the
complaint. Mr. Walker admitted to compounding Semaglutide. He stated that originally he had compounded the
Semaglutide alone but after the advice of his attorney and concerns of possibly compounding a commercially
available drug, he decided to begin marketing it with B12 (cyanacobalamin) to combat the nausea often associated
with this medication. Cyanocobalamin injectable is also a commercially available drug and the recommended
dosing schedule remained that of Wygovy®. Please see below chart of a comparison of available strengths for
Ozempic®, Wygovy®, and Strive Semaglutide.

Drug Name Strength 1 Strength 2 Strength 3 Strength 4 Strength 5
Ozempic 2mg/ml 4mg/3ml 8mg/3ml NA NA
Wygovy 0.25mg/0.5ml 0.5mg/0.5mi 1mg/0.5mi 1,7mg/0.75ml 2.4mg/0.75ml
Strive Semaglutide® 2mg/iml 2.5/aml Smg/1ml NA NA

*All of the Semagiutide products compounded that contain Cyanocobalamin contain 1mg/ml of Cyanocobalamin — this does not appear to be
patient specific

Mr. Walker also advised CO Hess that both Ozempic® and Wygovy® are currently on the FDA's shortage list and
may be compounded. This is true; however, both brand name products appeared on the shortage list March 31,
2022. Mr. Walker began compounding this product in August of 2021, 7 months prior to the shortage. Please see
the below chart for totals compounded in 2021 and 2022 prior to it appearing on the shortage list.

Total RX's filled in 2021
Semagutide Inj Semglutide/B12 Inj |Grand Total
275 0 283
Total RX's filled in 2022 through 3/31/2022
Semagutide Inj Semglutide/B12 Inj |Grand Total
1191 6 1197

Additional fill information is located on the spreadsheet within the evidentiary portion of this report.

(https://drive.google.com/drive/folders/1zWHPNHv6FCTgrVLKwhRc_p8BShSEN4AFK)
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According to this spreadsheet it appears that Mr. Walker often made batches of these compounds. This was
confirmed via an email dated December 1, 2022.

According to a guidance document printed by the FDA in January of 2018;

“FDA intends to consider a compounded drug product to be essentially a copy of a commercially available drug
product if the compounded drug product contains the same APIs as two or more commercially available drug
products in the same, similar, or easily substitutable strength and if the commercially available drug products can
be used (regardless of how they are labeled) by the same route of administration prescribed for the compounded
drug, unless there is documentation as described in section l1.B.2.”

INVESTIGATION NOTES:
Included for Board review:
e A copy of the complaint letter provided to Strive Pharmacy
» Response from Mr. Walker
* A copy of the fill spread sheet for Strive Semaglutide from 8/2021 through 11/2022
* A copy of the advertisement for Strive Pharmacy’s Semaglutide
A copy of FDA's guidance document entitled, “Compounded Drug Products That Are Essentially Copies of a
Commercially Available Drug Product under Section 503A of the Federal Food, Drug, and Cosmetic Act”
* A copy of two articles provided by Mr. Walker
¢  Email communications pertaining to complaint

LICENSEE/PERMITEE RESPONSE
Mr. Walker makes several assertions within his response. The first comes from 21 U.S.C. 353. He quotes....

“n

the pharmacy must not compound “regularly or in inordinate amounts” drugs that are “essentially copies
of commercially available drug products.” 21 U.5.C. 353a (b) (1)(d).””

Mr. Walker offers no definition of “regularly or inordinate amounts”.

A guidance document provided by the FDA entitled,
Compounded Drug Products That Are Essentially Copies of a Commercially Available Drug Product under Section 503A of the
Federal Food, Drug, and Cosmetic Act, states the following: .....
“To focus enforcement on the most significant cases, as a matter of policy, at this time FDA does not intend to take
action against a compounder for compounding a drug praduct that is essentially a copy of a commercially available

drug product regularly or in inordinate amounts if the compounder fills four or fewer prescriptions for the relevant

20
compounded drug product in a calendar month.”

Mr. Walker's second assertion again references 21 U.5.C 353. He states;

““The FDCA provides that the phrase “‘essentially a copy of a commercially available drug product’ does not include a
drug product in which there is a change, made for an identified individual patient, which produces for that patient a significant
difference, as determined by the prescribing practitioner, between the compounded drug and the comparable commercially
available drug.””

““21U.5.C. 353a (b) (2). Similarly, for a drug compounded by a registered 503B outscurcing facility to be exempt from
certain requirements of the FDCA, the drug must not be “essentially a copy of one or more approved drugs.” 21
U.S.C. 353b (a) (5).""

The products Mr. Walker was compounding in 2021 did not contain a change. Some of the drugs compounded in 2022
contained Cyanocobalamin, also a FDA approved and commercially available drug. Furthermore, within this document the FDA
qualifies “an identified individual patient, which produces for that patient a significant difference, as determined by the
prescribing practitioner...” to mean;
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“If a compounder intends to rely on such a determination to establish that a compounded drug Is not essentially a
copy of a commercially available drug product, the compounder should ensure that the determination is documentead

on the prescription.”.... “FDA does not belleve that a partleular format Is needed to document the determination,
provided that the prescription makes clear that the prescriber identified the relevant change and the significant
difference that the change will produce for the patient. For example, the following would be sufficient:”
*  “No Dye X, patlent allergy” (if the comparable drug contains the dye)
»  “Liguid form, patient can't swallow tablet” (if the comparable drug is a tablet)
*  “5mg, patient needs higher dose” (if the comparable drug is only available in 5 mg dose)
Mr. Walker then cites an article that discusses the promise of using B12 with glucagen-like peptide-1 receptor (GLP-1R) agonists

to combat the nausea asscciated with these drugs {attached). Unfortunately, this article and the research it covers were done
anrats not humans. Mr, Walker offerad no evidence of research done in humans.

POSSIBLE VIOLATIONS:

Strive Pharmacy Y007406

32-1901. Definitions

In this chapter, unless the context otherwise requirés:

11, "Compounding" means preparing, mixing, assembling, packaging or labeling a drug by a pharmacist or an
intern or pharmacy technician under the pharmacist's supervision, for the purpose of dispensing to a patient based
on a valld prescription order. Compounding includes preparing drugs in anticipation of prescription orders
prepared on routine, regularly observed prescribing patterns and preparing drugs as an incident to research,
teaching or chemical analysis or for administration by a medical practitioner to the medical practitioner's patient
and not for sale or dispensing. Compounding does not include preparing commercially available products from
bulk compounds or preparing drugs for sale to pharmacies, practitioners or entities for the purpose of dispensing
or distribution,

R4-23-410. Current Good Compounding Practices

A. This Section establishes the current good compounding practices to be used by a pharmacist licensed by the
Board, in a pharmacy permitted by the Board, and in compliance with applicable federal and state law governing
the practice of pharmacy

Michael Walker $021357

32-1901. Definitions

In this chapter, unless the context otherwise requires:

11. *Compounding" means preparing, mixing, assembling, packaging or labeling a drug by a pharmacist or an
intern or pharmacy techniclan under the pharmacist's supervision, for the purpose of dispensing to a patient based

on a valid prescription order. Compounding includes preparing drugs in anticipation of prescription orders

prepared on routine, regularly observed prescribing patterns and preparing drugs as an incident to research;
teaching or chemical analysis or for administration by a medical practitioner to the medical practitioner’s patient
and not for sale or dispensing. Compounding does not Include preparing commercially available products from
bulk compounds or preparing drugs for sale to pharmacies, practitioners or entities for the purpose of dispensing
or distribution.
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R4-23-410. Current Good Compounding Practices

A. This Section establishes the current good compounding practices to be used by a pharmacist licensed by the
Board, in a pharmacy permitted by the Board, and in compliance with applicable federal and state law governing
the practice of pharmacy
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One Renaissance Square Attorneys at Law in

Two North Central Avenue Chicago
Suite 600 Indianapolis

Phoenix, AZ 85004-2322 Madison
602-229-5200 Milwaukee
Fax 602-229-5690 Minneapolis
www.quarles.com Naples
Phoenix
San Diego
Tampa
Tucson

Writer's Direct Dial: 602-229-5269 Washington, D.C.

E-Mail: Roger.Morris@quarles.com

January 6, 2023

VIA ELECTRONIC MAIL
Kam Gandhi

Executive Director

Arizona State Board of Pharmacy
11106 W Adams, Suite 260
Phoenix, Arizona 85007

RE: Supplemental Response to Complaint 22-0668 (Permit No. Y007406)
Dear Mr. Gandhi:

This firm represents Strive Compounding Pharmacy (the “Pharmacy”), Permit No.
Y007406. We submit this supplemental response in regard to the Arizona Board of Pharmacy’s
(the “Board”) Complaint 22-0668, which alleges that the Pharmacy compounded semaglutide
injection drug products when an alternative commercially available product exists. The
commercially available drug products in question include Ozempic and Wegovy. The Pharmacy
takes these allegations seriously, but can assure the Board that it was not compounding drug
products that would be considered an essential copy of the commercially available products, but
rather, it appropriately compounded the semaglutide injection drug products at issue for the
purpose of dispensing to patients based on valid prescription orders from practitioners for
legitimate medical purposes.

L Commercial Pharmaceutical Market Landscape

In 2017, Ozempic was approved by the U.S. Food and Drug Administration (“FDAT) to
improve blood sugar control in patients with type 2 diabetes mellitus (“DM™) when used in
addition to diet and exercise.! Ozempic works as a glucagon-like peptide-1 (“GLP-1") agonist
stimulating insulin production and lowering glucagon secretion in a glucose-dependent manner

! See Drug Trial Snapshot: Ozempic, U.S. Food & Drug Administration, https:/www fda.gov/drugs/drug-approvals-
and-databases/drug-trial-snapshot-ozempic (last updated Aug. 20, 2020)(citing the FDA approval date as December
5,2017).

QB\77733702.1
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Strive AZ BOP Supplemental Response
Page 2
January 6, 2023

showing particularly positive effects by lowering HbA lc levels in patients.> The GLP-1 agonist
also target areas of the brain that regulate appetite and food intake, causing patients to feel more
satiated while reducing their appetite, leading to weight loss overall. As a result of this notable
positive side effect, Novo Nordisk, the manufacturer of Ozempic, sought an additional FDA-
approved indication for weight loss separate from DM management. On June 4, 2021, the FDA
approved Wegovy for chronic weight management in adults with obesity or who are overweight
with at least on weight-related condition (such as hypertension, type 2 DM, or
hypercholesterolemia).’

As the first weight loss drug approved by the FDA since 2014,* Wegovy has received
significant popularity due to its weight loss benefits.> On March 31, 2022, less than a year after its
approval, Wegovy was placed on the FDA drug shortage list.° While the supply of Wegovy was
diminished, patient demand did not dwindle. As a reasonable alternative to accommodate patients,
practitioners turned to Ozempic for off-label use in patients for weight loss.” Unsurprisingly,
Ozempic was then placed on the FDA drug shortage list on August 23, 2022.% As such, diabetic
patients who have become dependent on this type of drug therapy have been struggling to find
Ozempic or other similar diabetic drugs found to cause weight loss.’ The approval of Wegovy in
2021 resulted in significant patient demand, which the manufacturer likely did not anticipate,
leaving patients who relied upon these types of medications struggling to obtain drugs they needed.

& See Ozempic® [package insert]. Plainsboro, NI: Novo Nordisk Inc; 2017.
https://www.accessdata.fda.gov/drugsatfda docs/label/2020/209637s0031bl.pdf.

? See Press Release, U.S. Food & Drug Administration, FDA Approves New Drug Treatment for Chronic Weight
Management, First Since 2014 (June 4, 2021), https://www fda.gov/news-events/press-announcements/fda-approves-
new-drug-treatment-chronic-weight-management-first-2014.

fId

5 See Janice Kew, 4 New Weight-Loss Medicine Is Flying Off the Shelves, BLOOMBERG (Nov. 3, 2021),
https://www.bloomberg.com/news/articles/2021-11-03/drugmaker-struggles-to-meet-demand-for-new-weight-loss-
medicine#xj4y7vzke.

¢ See FDA Drug Shortages, Current and Resolved Drug Shortages and Discontinuations Reported to FDA, U.S. Food
and Drug Administration: Semaglutide (WEGOVY),
https://www.accessdata.fda.cov/scripts/drugshortages/dsp ActivelngredientDetails.cfm?Al=Semaglutide%20(WEG
OVY%C2%AE)%0201njection&st=c (last visited Jan. 4, 2023).

7 See generally HealthDay, Diabetes Med Ozempic in Short Supply as Americans Use It for Weight Loss, U.S. NEWS
(Dec. 21, 2022), https://www.usnews.com/news/health-news/articles/2022-12-21/diabetes-med-ozempic-in-short-
supply-as-americans-use-it-for-weight-loss.

8 See FDA Drug Shortages, Current and Resolved Drug Shortages and Discontinuations Reported to FDA, U.S. Food
and Drug Administration, Semaglutide (Ozempic),
https://www.accessdata.fda.gov/seripts/drugshortages/dsp ActivelngredientDetails.cfin?Al=Semaglutide%20(Ozem
pic)%201Injection&st=c (last visited Jan. 5, 2023).

? See generally Emma Court, TikTok trend wipes out Ozempic supply, leaving people with diabetes dizzy, scared, L.A.
TIMES (Dec. 23, 2022), https://www.latimes.com/business/story/2022-12-23/tiktok-trend-sold-out-ozempic-diabetes-
drug; see also Arianna Johnson, What To Know About Ozempic: The Diabetes Drug Becomes A Viral Weight Loss
Hit  (Elon  Musk Boasts Using It) Creating A  Shortage, FORBES (Dec. 28, 2022),
hittps://www.forbes.com/sites/ariannajohnson/2022/12/26/what-to-know-about-ozempic/?sh=167ec2{75adb; see also
Brittany Spanos, Who Deserves the New ‘Miracle’ Weight-Loss Drugs?, ROLLINGSTONE (Dec. 7, 2022),
https://www.rollingstone.com/culture/culture-features/ozempic-wegovy-tiktok-miracle-weight-loss- 1234642896/,

QB\77733702.1
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Strive AZ BOP Supplemental Response
Page 3
January 6, 2023

IL. Factual History

The Pharmacy has been licensed for approximately five (5) years with the Board. During
this time, the Pharmacy has never been disciplined or received a non-disciplinary warning from
the Board. Additionally, Michael Walker, the pharmacist listed on the complaint is properly
licensed in Arizona in good standing with no disciplinary action.

In August 2021, only a couple months after Wegovy was approved for use, the Pharmacy
began to compound semaglutide injection products at a 2 mg/mL concentration pursuant to
practitioner prescription orders. According to the Complaint, the commercially available products
the Pharmacy is accused of compounding include Wegovy 2.4 mg/mL and 5 mg/mL and Ozempic
2 mg/mL. It is important to note, however, that there is a slight alteration to the dosage strengths
listed in the Complaint, as Ozempic is only available as a concentration of 2 mg/ 1.5 mL, as
opposed to the strength listed in the Complaint, and Wegovy’s highest available concentration is
2.4 mg/ 0.75 mL, as opposed to the strengths listed in the Complaint.

Over the next eight months, the amount of prescription orders for semaglutide injection
products processed by the Pharmacy steadily increased, seemingly in tandem with patient
increased demand and decreased supply experienced in the market. As stated previously, Wegovy
was first placed on the FDA drug shortage list in March 2022.'° During that period, the
Pharmacy was free to compound semaglutide injection products based on FDA guidance
claiming that drugs on the shortage list are no longer considered a commercially available drug
product.!' However, even before the drug was placed on the FDA drug shortage list, the
Pharmacy: (1) compounded this drug product pursuant to valid prescription orders from
practitioners pursuant to Arizona law; and (2) compounded this drug product at differing
dosage strengths, so such compounded drug product was not essentially a copy of
commercially available products.

III.  Defintion of "Compounding" under Arizona Law

Under Arizona law, FDA 503A compounding pharmacies are permitted to compound drug
products from active pharmaceutical ingredients (“API”) prepared by FDA registered
manufacturers if the patient has decided they would prefer treatments obtained from a
compounding pharmacy. See Ariz. Rev. Stat. § 32-1971. To that end, Arizona law defines
“compounding” as “. . . preparing, mixing, assembling, packaging or labeling a drug by a
pharmacist or an intern or pharmacy technician under the pharmacist's supervision, for the purpose of
dispensing to a patient based on a valid prescription order . . . .” Ariz. Rev. Stat. §
32-1901(11)(emphasis added).

19 See WEGOVY, supra note 6.

!! See Food and Drug Administration, Center for Drug Evaluation and Research, Compounding Drug Products That
Are Essentially Copies of a Commercially Available Drug Product Under Section 503A of the Federal Food, Drug,
and Cosmetic Act, Guidance for Industry (Jan. 2018), https://www fda.gov/media/98973/download (last visited Dec.
30, 2022).

QB\77733702.1
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The Pharmacy has compounded this drug product at the request of practitioners pursuant
to valid prescription orders. Pursuant to Arizona law, patients maintain their right to select a
compounded drug product. The Pharmacy compounded semaglutide injection drug products with
the intent of dispensing directly to patients. As such, the Pharmacy was not engaged in
manufacturing and was not acting outside its scope of practice as a properly permitted 503A
compounding pharmacy. Accordingly, the Pharmacy’s processes are clearly in compliance with
the definition of “compounding” under Arizona law. Examples of prescription orders made
pursuant to a valid prescription that were filled and dispensed by the Pharmacy are included in
Exhibit A.

IV. Based on FDA guidance, the compounded semaglutide injection here is not
essentially a copy of commerecially available drug product

Arizona law is clear that “compounding” does not include preparing commercially
available drug products. See Ariz. Rev. Stat. § 32-1901(11). That said, Arizona law does not
include any provision detailing what constitutes “preparing a commercially available product.” |
Fortunately, however, the FDA provides guidance on this issue.!?

Section 503A of the Food, Drug, and Cosmetic Act allows pharmacists to compound drug
products pursuant to a valid prescription drug order for a patient without the need of complying
with certain manufacturing requirements so long as certain conditions are met. Relevant to the
issue here, a pharmacist may compound drug products so long as the pharmacist “does not
compound regularly or in inordinate amounts of any drug products that are essentially copies ofa
commercially available drug product.” 21 U.S.C.A. § 353a(b)(1)(D)(emphasis added). When it
analyzing whether this condition is met, the FDA will first determine whether a compounded drug
product is essentially a copy of a commercially available drug product.

According to FDA guidance, the FDA considers the following three (3) factors when
determining whether a compounded drug product is essentially a copy of a commercially available
drug product: (1) the compounded drug product has the same API as the commercially available "
drug product; (2) the API has the same, similar, or an casily substitutable dosage strength; and (3) ‘
the commercially available drug product can be used by the same route of administration as ‘'
prescribed for the compounded drug.!® .

While the Pharmacy’s compounded drug product has the same API as the commercially. s
available-drug product and the commercially available drug product can be used by the same route
of administration as prescribed for the compounded product (a subcutaneous injectable solution), l
the compounded drug product does not have the same, similar, or an easily substitutable dosage
strength when compared to the commercially available drug product. According to FDA guidance,

12 8ee id.
13 Id

QB\77733702.1
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two drugs are considered to have similar dosage strength if the dosage strength of the compounded
drug is within 10% of the dosage strength of the commercially available drug product.

The Pharmacy’s compounded drug product contains semaglutide at a dosage strength of 2
mg/mL available in a vial. On the other hand, Ozempic comes available in pre-filled, disposable.
single-patient-use pens for diabetes management.'* Due to adverse gastrointestinal reactions,
Ozempic requires a titration schedule to achieve a 0.5 mg maintenance dose allowing for stronger
dosing if necessary or tolerable.'> Ozempic’s pre-filled pens come in various dosage strengths
including 2 mg/ 3 mL, 2 mg/ 1.5 mL, 4 mg/ 3 mL. and 8 mg/ 3 mL.'® Similarly, Wegovy is injected
subcutaneously using pre-filled, disposable, single-dose pens, but is instead indicated for weight
loss management.'” Wegovy relies upon a dose escalation schedule to achieve the maintenance
dose of 2.4 mg/ 0.75 mL."® In both commercial products, the semaglutide solution comes in pre-
filled pens designed to simplify the injection process for patients. Again, the Pharmacy’s
compounded drug product contains semaglutide at a dosage strength of 2 mg/mL. When compared
to the commercially available product, the dosage strength of 2 mg/mL is not within 10% of the
commercially available drug product dosage strengths alluded to in the Compliant. As a result, the
Pharmacy’s compounded drug product is not considered to have a similar dosage strength as the
commercially available drug product, and therefore, the Pharmacy’s compounded drug product is
not essentially a copy of a commercially available drug product.

Further, it is important to note that since the compounded drug product comes available in
a vial as opposed to the commercial pre-filled pen, it allows practitioners greater flexibility when
prescribing semaglutide products on a patient-by-patient basis. Examples of practitioners using the
flexibility permitted by the Pharmacy’s compounded drug products are included in Exhibit B.
This flexibility further supports that the Pharmacy’s compounded product is not essentially a copy
of the commercially available drug product.

V. Conclusion

The Pharmacy understands the seriousness associated with the potential compounding of a
commercially available drug product. As the Complaint progresses through the administrative
process, we may submit additional supplemental responses as necessary, in hopes of providing the
Board with a clearer picture of the facts surrounding this Complaint.

That said, we respectfully request that, when reviewing this Complaint, the Board carefully
consider the market conditions specifically related to the supply shortage of theses particular

14 See Ozempic®, supra note 2.

15 Id

16 See Ozempic: Package Insert/Prescribing information, https://www.drugs.com/pro/ozempic.html (last updated Oct.
1,2022)

7 See  WEGOVY  [package  insert].  Plainsboro, NJ.  Novo  Nordisk Inc;  2021.
https://www.accessdata.fda.cov/drugsatfda docs/label/2021/215256s0001bl.pdf.

¥ Id.; Referenced dose escalation schedule requires 0.25 mg/ 0.5 mL, 0.5 mg/ 0.5 mL, | mg/ 0.5 mL, and 1.7 mg/ 0.75
mL pre-filled pens.

QB\77733702.1
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commercially available drug products and the fact that the Pharmacy compounded drug products :
with different dosage strengths than the commercially available drug products.

Very truly yours,

Roger N. Morris, JD, RPh

Alexander Snyder, JD, PharmD

|
|
|

StrivePharmacy034
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¢ Exhibit A:
o Patient Rx: #525304
o Patient Rx: #525442
o Patient Rx: #525529
o Patient Rx: #525531
» Exhibit B:
o Patient Rx: #526119

o Patient Rx: #526133

o Patient Rx: #526003 !

o Patient Rx: #525505 ) {
%

QB\77733702.1
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VITALITY SCOTTSDALE

8764 E SHEA BLVD, SCOTTSDALE, AZ 85260
Phone: 480-948-3050, Fax: 480-948-1680
Date: Mar/24/2022 11:44:14 AM (PDT)

ELIZABETH SADLER DEA #MS3446540  State Lic. AZAP7554
ELIZABETH SADLER
Electronic Prescription Refill Order

Name: Last Name: Middle Name:

Phone: Cell Phone: DOB:

Address: Address {(Cont): Email:

City: State; AZ Zip:

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

:!‘:r"nct:::tm' Ins. BIN: Delivery Type: Delivery
Driver's License Driver's License

Number: State:

#1 Semaglutide IN)

Strength: 2 mg/mi====

Quantity: 1 ml (one)====

Refllls: O====

Directions: INJECT 15 UNITS SUBCUTANEOUSLY ONCE WEEKLY FOR 2 WEEKS, THEN INJECT
25 UNITS SUBCUTANEQUSLY ONCE WEEKLY====

Dispensation: ====

Days Supply: 30====

Special Instructions: ====

Date Written: 03/24/2022 (Mar 24, 2022)====

Special Instructions:

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commerclally available product.

Submitted by: ELIZABETH SADLER Date: Mar/24/2022 11:44:14 AM (PDT)
Signed electronically by: ELIZABETH SADLER
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75289717

i |

Quanti

uantity Dispensed: 1
Directions: INJECT 15 UNITS (0.15ML) SUBCUTANEOUSLY ONCE WEEKLY FOR 2
WEEKS, THEN INJECT 25 UNITS (0.25ML) ONCE WEEKL

Doclor DEA: MS3446540 ) Refills: 0 .
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COME THRU WEIGHT LOSS

17248 W MOLLY LN, SURPRISE, AZ 85387
Phone: 4306405894, Fax:
Date: Mar/24/2022 05:34:54 PM (PDT)
APRIL RENEE FATINA FNP DEA #MF7011808 State Lic. AZ267723

APRIL RENEE FATINA FNP

ronic Prescription Refill Order

Name: st Name: Middle Name:

Phone: ell Phone: DOB:

Address: ress (Cont): Email:

City: tate: AZ 2ip:

Gender: ay Type: Ins. Name:

Group Name: s. Phone: Member ID:

e wpr Ins. BIN: Delivery Type:  Delivery

Driver's License Driver's License AZ
Number: State:

#1 Semaglutide IN)
Strength: 2 mg/mil====
Quantity: 1 mi (one)====
Refllls: O====
Directions: INJECT 25 UNITS SUBCUTANEQUSLY ONCE
WEEKLY === =
Dispensation: ===
Days Supply: 30====
Special Instructions: ====
Date Written: 03/24/2022 (Mar 24, 2022)====

Special Instructions: CONTACT PRESCRIBER FOR ALL BILLING INQUIRIES
The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commerclally avallable product.
Submitted by: APRIL RENEE FATINA FNP Date: Mar/24/2022 05:34:54 PM (PDT)
Signed electronically by: APRIL RENEE FATINA FNP
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75295346

Quantity Ordered: 1

Quantity Dispe: 5
Directions: INJECT 0.25 ML (25 UNITS) SUBCUTANEOUSLY ONCE WEEKLY
Refills: 0

StrivePharmacy038




GENISIS MED SPA

4801 N UNIVERSITY AVE, PROVO, UT 84604
Phone: 801-852-0033, Fax: 801-494-1595
Date: Mar/25/2022 02:09:17 PM (CST)
STANLEY R SMITH MD DEA #BS8562274 State Lic. AZ34173
STANLEY R SMITH MD

Electronic Prescription Order

Name: Last Name: Middle Name:

Phone: Cell Phone DOB:

Address: Address (Cont) Email:

City: State: Zip:

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

'N"S';ni':';:‘m' Ins. BIN: Delivery Type: UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide IN)
Strength: 2 mg/ml====
Quantity: 1 m! (one)====
Refills: O====
Directions: Inject 0.25 mi {0.5 mg) subcutaneously once weekly for 4 weeks====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Special instructions: Weeks 5-8====
Date Written: 03/25/2022 (Mar 25, 2022)====
Ship to: Brown, jJason: 4801 N UNIVERSITY AVE SUITE 150 , PROVO, UT, 84604 , Phone:
801-852-0033 . ====

#2 Semaglutide IN)
Strength: 2 mg/mi====
Quantity: 1 ml (one)====
Refills: O====
Directions: inject 0.125 m! (0.25 mg) subcutaneously once weekly for 4 weeks====
Dispensation: Therapeutically equivalent generic drug may be substituteds ===
Days Supply: 30====
Special instructions: Weeks 1-4====
Date Written: 03/25/2022 (Mar 25, 2022)====
Ship to: Brown, Jason: 4801 N UNIVERSITY AVE SUITE 150 , PROVO, UT, 84604 , Phone:
801-852-0033 . ====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: Overweight;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation Is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.

Submitted by: STANLEY R SMITH MD Date: Mar/25/2022 02:09:17 PM (CST)
Signed electronically by: STANLEY R SMITH MD
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75295628

Drug Name; Semaglutide
Strength: 2 mg/ml
p 1
Doctor Name: STANLEY R SMITH MD Quantity Dispensed: 1
Doctor Address: N UNIVERSITY AVE Directions: INJECT 0.25 ML (25 UNITS) SUBCUTANEOUSLY ONCE WEEKLY
$58
Doctor DEA: BS8562274 Refills: 0
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GENISIS MED SPA

4801 N UNIVERSITY AVE, PROVO, UT 84604
Phone: 801-852-0033, Fax: 801-494-1595
Date: Mar/25/2022 02:09:17 PM (CST)
STANLEY R SMITH MD DEA #BS8562274 State Lic. AZ34173

STANLEY R SMITH MD

Electronic Prescription Order

Name Last Name: Middle Name:

Phone: Cell Phone: DOB:

Address: Address (Cont): Email:

City: State: Zip:

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

s b Ins. BIN: Delivery Type: UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide IN)
Strength: 2 mg/iml====
Quantity: 1 ml (one)====
Refills: 0====
Directlons: inject 0.25 ml (0.5 mg) subcutaneously once weekly for 4 weeks==m=
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Special Instructions: Weeks 5-8====
Date Written: 03/25/2022 (Mar 25, 2022)====
Ship to: Brown, Jason: 4801 N UNIVERSITY AVE SUITE 150 , PROVO, UT, 84604 , Phone:
801-852-0033 . ====

#2 Semaglutide IN)
Strength: 2 mg/mi====
Quantity: 1 ml (one)====
Refills: O====
Directions: Inject 0.125 ml (0.25 mg) subcutaneously once weekly for 4 weeks= ===
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Speclal instructions: Weeks 1-4====
Date Written: 03/25/2022 (Mar 25, 2022)= ===
Ship to: Brown, Jason: 4801 N UNIVERSITY AVE SUITE 150 , PROVO, UT, 84604 , Phone:
801-852-0033 , ====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: Overweight;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation Is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.

Submitted by: STANLEY R SMITH MD Date: Mar/25/2022 02:09:17 PM (CST)
Signed electronically by: STANLEY R SMITH MD
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75295628

IDrug Name: Semaglutide
Doctor Name: STANLEY R SMITH MD Quantity Dispensed: 1
Doctor Address: N UNIVERSITY AVE Directions: INJECT 0.125 ML (12.5 UNITS) SUBCUTANEOUSLY ONCE WEEKLY
14
Docior DEA: BS8562274 1)
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GENISIS MED SPA

4801 N UNIVERSITY AVE, PROVO, UT 84604
Phone: 801-852-0033, Fax: 801-494-1595
Date: Mar/25/2022 02:09:50 PM (CST)
STANLEY R SMITH MD DEA #BS8562274 State Lic. AZ34173
STANLEY R SMITH MD

Electronic Prescription Order

Name: Last Name: Middle Name:
Phone: Cell Phone: DOB:

Address .
Address: (Cont): Email:
City: State: Zip:
Gender: Pay Type: Ins. Name:
Group Name: Ins. Phone: Member 1D:
Ins. Control ; : i
Number: Ins. BIN: Delivery Type: UPS Ground
E;i:re‘:: Driver's
NGrbar: License State:

#1 Semaglutide IN)
Strength: 2 mg/ml====
Quantity: 1 ml (one)====
Refills: 0====
Directions: inject 0.25 ml (0.5 mg) subcutaneously once weekly for 4 weeks= ===
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Special instructions: Weeks 5-8====
Date Written: 03/25/2022 (Mar 25, 2022)====

#2 Semaglutide IN)
Strength: 2 mg/mi====
Quantity: 1 m! (one)====
Refills: O====
Directions: inject 0.125 mi {(0.25 mg) subcutaneously once weekly for 4 weeks= ===
Dispensation: Therapeutically equivalent generic drug may be substituted= ===
Days Supply: 30====
Special instructions: Weeks 1-4====
Date Written: 03/25/2022 (Mar 25, 2022)====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: Overweight;
The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation Is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.
Submitted by: STANLEY R SMITH MD Date: Mar/25/2022 02:09:50 PM (CST)
Signed electronically by: STANLEY R SMITH MD
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75295631

2 Quanti E
Address: -N UNIVERSITY AVE Directions: INJECT 0.25 ML (25 UNITS) SUBCUTANEOUSLY ONCE WEEKLY
WEEKS 5-8

Doctor DEA: BS8562274 Refiiis: 0
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GENISIS MED SPA

4801 N UNIVERSITY AVE, PROVO, UT 84604
Phone: 801-852-0033, Fax: 801-494-1595
Date: Mar/25/2022 02:09:50 PM (CST)

STANLEY R SMITH MD DEA #BS8562274 State Lic. AZ34173
STANLEY R SMITH MD
Electronic Prescription Order

Name Last Name: Middie Name:

Phone: Cell Phone: DOB:
Address o

Address: (Cont): Email:

City: State: Zip:

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member 1D:

Ins. Control . -

Number Ins. BIN: Delivery Type: UPS Ground

s

Number: License State:

#1 Semaglutide IN)
Strength: 2 mg/mi====
Quantity: 1 m! (one)====
Refills: O====
Directlons: Inject 0.25 ml (0.5 mg) subcutaneously once weekly for 4 weeks= ===
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Speclal Instructions: Weeks 5-8====
Date Written: 03/25/2022 (Mar 25, 2022)====

#2 Semaglutide IN)
Strength: 2 mg/ml====
Quantity: 1 ml (one)====
Refllls: O====
Directions: Inject 0.125 mi (0.25 mg) subcutaneously once weekly for 4 weeks= ===
Dispensation: Therapeutically equivalent generic drug may be substituted= ===
Days Supply: 30====
Special Instructions: Weeks 1-4====
Date Written: 03/25/2022 (Mar 25, 2022)= ===

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: Overweight;
The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation Is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.
Submitted by: STANLEY R SMITH MD Date: Mar/25/2022 02:09:50 PM (CST)
Signed electronically by: STANLEY R SMITH MD
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75295631

atie

Doctor Name. STANLEY R SMITH MO Jantity Dispensed: 1

Doctor Addres N UNIVERSITY AVE Directions: INJECT 0.125 ML (12.5 UNITS) SUBCUTANEOUSLY ONCE WEEKLY

Doctor DEA: BS8562274 %‘H
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VITALITY SCOTTSDALE

£764 E SHEA BLVD, SCOTTSDALE, AZ 85260
Phone: 480-948-3050, Fax: 480-948-1680
Date: Mar/30/2022 11:09:39 AM (PDT)

ELIZABETH SADLER DEA #MS53446540 State Lic. AZAP7554

ELIZABETH SADLER
tronic Prescription Order

Name: Last Name: Middle Name:

Phone: Cell Phone: DOB:

Address: ddress (Cont): Email:

City: State: Zip:

Gender: Pay Type: Ins. Name:

Group Name: ins. Phone: Member 1D:

Ins. Control y "

Ptreads Ins. BIN: Delivery Type UPS Ground
Driver's License Driver's License

Number: State:

#1Semaglutide IN)
Strength: 2 mg/ml====
Quantity: 1 mi (one)====
Refills: 0====
Directions: inject 15units SQ 1x a week for 2 weeks & then 25units SQ 1x weekly====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Special Instructions: please include QS insulin needies&alcohol swabs====
Date Written: 03/30/2022 (Mar 30, 2022)====
Ship to: SADLER, ELIZABETH: 8764 E SHEA BLVD SUITE 109 , SCOTTSDALE, AZ, 85260,
Phone: 480-948-3050 , Emall: scottsdalevitality@gmail.com. ====

Special Instructions: - Allergles: ; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation Is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.

Submitted by: ELIZABETH SADLER Date: Mar/30/2022 11:09:39 AM (PDT)
Signed electronically by: ELIZABETH SADLER
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75344851

Date Written: 03/30/22
Patect Address [N Quantity Ordered: 1
ame: ETH SADLER Quantity Di 1
Doctor Address: [JJJJJJE SHEA BLVD Directions: INJECT 0.15 ML (15 UNITS) SUBCUTANEOUSLY ONCE WEEKLY FOR 2
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VITALITY SCOTTSDALE

8764 E SHEA BLVD, SCOTTSDALE, AZ 85260
Phone: 480-948-3050, Fax: 480-948-1680
Date: Mar/25/2022 11:57:19 AM (PDT)

ELIZABETH SADLER DEA #MS53446540 State Lic. AZAP7554
ELIZABETH SADLER

lectronic Prescription Order

Name: Last Name: Middie Name:

Phone: Cell Phone: DOB:

Address: Address (Cont): Email:

City: State: Zip:

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member 1D:

Ins. Control :

Number: Ins. BIN: Delivery Type Delivery
Driver's License Driver's License

Number: State:

#1 Semaglutide IN)
Strength: 2 mg/ml====
Quantity: 1 mi (one)====
Refills: O====
Directions: inject 15units SQ 1x a week for 2 weeks & then 25units SQ 1x
weekly====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Special instructions: please include QS insulin needles&alcoho! swabs====
Date Written: 03/25/2022 (Mar 25, 2022)====

Special Instructions: - Allergles: ; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially avallable product.

Submitted by: ELIZABETH SADLER Date: Mar/25/2022 11:57:19 AM (PDT)
Signed electronically by: ELIZABETH SADLER
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #75303031

A - =t i . N Ak : S
Doctor Name: ELIZABETH SADLER Quanti nsed: 1
Doctor Address JJJJJlJE SHEA BLVD Directions: INJECT 15 UNITS (0.15ML) SUBCUTANEOUSLY WEEKLY FOR 2 WEEKS

WW
Doctor DEA: MS3446540 )
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1955 N. va! Vista Dr, #101
Mesa, AZ 85213 :
Rhone: [480) 854-8000 fai: (480) 854-8020

1
§ STRIVE PHARMACY PRESCRIPTION T
i DEA¥MSA867 I| Matt Morris- NP-C DEA#MMA034928 L)
i e = _.-mr-r—-*—.""’/".j
Date: 3z 2L .
ZIP:

NEW RX  [JCHANGE|RX

[ Herhgestarg SR-CAP Tnocnj CREAM/GEL. #__ Sig: Refilix |
[Dpidst 80/, Mg/ SRCAP [TROCHE CREAM/GEL #__  sg: {Refill x
\ i i
Dstriot ‘| SRCAP [FROCHE CREAM/GEL ] Sig: Refilx_|
|
[Fedtostero SR-CAP [TROCHH CREAM/GEL Sig: {Refill x
Estrodiol SR-CAP TROCHH CREAM/GEL J sig: ;neﬁﬂx
[ festosteroq MCT o1 Wl e Refilx
(o) vose {R-CAP # sig: Refillx_|
{ i
[DAndstrazole CAPSULE # Sig: Refillx _|__
; H
i ‘
([Hacarefi__ 'ROCHE #l s Refilix |
QAPSULE #]  sig Refillx |
INIECTABLE # Sig: Refillx __|
IN/25/200/24MG # Sig: Refillx__|_
VA ; : -
i s hard sSig o 228l S, B pugok v Luds. Refill x_&
|§cc Ndb: 25G%1in  25Gx1.5in # | Sig: v Refiliz_ |
e &S sig Refill x ,J’
[Drump ClcOMPOUNDING REASON: |
IONS
[ CHARGE PATIENT ilz/ SHIP TO PATIENT [ PATIENT PICK UP |
| pay | O3R GR :
5@0 DDAY  IGROUND
T < DATE __ 3 /972 :
Date Written: 03/29/22
IDrug Name: Semaglutide

d
Quanti

Quantity Ordered
iantity Dispensed: 1
%M: INJECT 0.125 ML (12.5 UNITS) SUBCUTANEOUSLY WEEKLY
efills: 0
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One Renaissance Square Attorneys at Law In oo

€ {
Two North Central Avenue Chicago '
\ Suite 600 Indianapolis “

t

Phoenix, AZ 85004-2322 Madisan gt
602-2295200 Milwaukee a
Fax 602-229-5650 Minneapolis | |
www.quarles.com Naples Yool !
Phoenix } "' ;

San Diego ; 1 i

Tampa ' l

Tucson bl

Writer's Direct Dial: 602-229-5269 Washington, D.C. o i

E-Mail: Roger.Morris@quarles.com

January 31, 2023

VIA ELECTRONIC MAIL i

li
Kam Gandhi ||‘ [1 {
Executive Director : ‘ L
Arizona Board of Pharmacy
11106 W Adams, Suite 260 !
Phoenix, AZ 85007 ‘

RE: Supplemental Response to Compl?int 22-0668 (Permit No. Y007406) o
. - |
Dear Mr. Gandhi: |

As you know, we represent Strive Pharmacy (the “Pharmacy®), Permit No. Y007406, m& [
connection with Complaint 22-0668 (the “Complaint”). This letter is intended to serve as an
additional supplemental response to the Complaint, which was issued against the Pharmacy for, | 5
compounding semaglutide injection drug products when an alternative commercially available | ' i
product exists. As you know, the commercially available drug products in question include H
Ozempic and Wegovy. As previously noted, the Pharmacy takes these allegations seriously, but
can assure the Board that they were not compounding drug products that are considered ! E
essentially a copy of the commercially available products and were compounding for the purpose
of dispensing to a patient based on valid prescription orders from practitioners for legitimate
medical purposes. This supplemental response is intended to provide the Board of additional
relevant materials for their consideration as they examine this Complaint,

L Dissimilar dosage strength of the Pharmacy’s compounded semaglutide drug
allows for flexible dosing.

I
As explained in the previous supplemental response, FDA guidance focuses on three }
factors to determine whether a compounded drug product is essentially a copy of a commercially

!

i

i
!

I

\

i
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Strive Pharmacy Supplemental Response
January 31, 2023
Page 3

patient outcomes. Practitioners cite the flexible dosing allowed by the Pharmacy’s compounded
product as the basis for their patient treatment due to concerns over the gastrointestinal issues
associated with high dose semaglutide. Due to the drug’s gastrointestinal adverse effects,
semaglutide requires a titration dosing schedule to acclimatize patients so that these issues may
be lessened. On the other hand, the commercially available pens require that the dose be
increased at very rigid and specific intervals. Therefore, the flexibility permitted by the
compounded drug product allows practitioners to better control a patient’s adverse effect profile.

It is also important to note that the Pharmacy has begun to compound a combination drug
product containing semaglutide and cyanocobalamin (Vitamin B12). As such, practitioners have
started to prescribe their patients the Pharmacy’s combination drug product due to the reported
anti-nausea effects provided by cyanocobalamin (Vitamin B12). While the individual patient
statement of significant difference may not be evidenced consistently on every prescription
record, we have attached numerous practitioner testimonials to this supplemental response for
the Board’s consideration. These practitioner testimonials can be found attached in Exhibit B.

I11. Conclusion

As we have highlighted, the Pharmacy takes these allegations seriously but can attest they
had no intentions of compounding a commercially available drug product. Instead, their primary
goal was to provide appropriate and comprehensive patient care pursuant to valid prescriptions.
As such, we request the Board take these additional materials into consideration during its
review of this matter.

Very truly yours,

(e

Alexander Snyder, PharmD
Roger N. Morris, R.Ph., J.D.
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Dec 16 2021 10:23pm

]
. o
! ’\/ltah :_‘
; MED/STA.
. 1955 N. Val Vista Dr. #101
{ Mesa, AZ 85213
i Plone: (180} 854-8000 Fax: {480) 854-8020 '
SERIVE[PHARMACY PRESCRIPTION
i EHligabeth $adler- FNP| DEASMS4867935 | Matt Marris- NP-C DEA#MMA034928 ,
i |
1‘ ,
Patient Nare: DOB: pate: [2-{le |
Address: City: State:_-__ZIP:_ I L :
Teleghon ! ENT [INEWRX [JCHANGE RX '} !
| 1 Prdgesterohe mE SR-CAP [FRGCHE CREAM/GEL 4 sig: Refillx _: |
' il
sieft 80/20 30450 mpfe SRCAP TROCHE CREAM/GEL # sig: Refil!ii:;_;_i__
. ?
| JEstdiol mAaE supp SR-CAP TROCHE| CREAM/GEL # Sig: Refillx IR
T T
[
[ITestosterogé me/g SR-CAP ROCHE| CREAMYGEL # Sig: Refillxu Il1
[ l
. 3 ‘
Clestdodiol . 1| jmg SR-CAP ROCHE| CREAM/GEL # Sig: Refllx_| L
. I,
[ ITestosterong cypibriatel 200me/ck 81T OIL # Sig Reﬁll:x:_i__?_.q__'
| | 1,
[Low Dose Miltrexgne md IR-CAP & sig: Reﬂ!l‘x[_i_i
CIAndstrazolel 1o EAPSULY # Sig: Reﬂlllix__:_
s T
: ) !
| Iradgtafit_J: 1| tgf TROCHE # Sig: Reﬁn,x,_‘I_
g T
QAPSULE] # Sig: Refillx ____!_
T
. !
JNIECTASLE # Sl Refilts . |}
* I\: J r
L INE/ASAHIN/ 25/200/2IMG ¥ sig: Reflllx _I_I_ _l_
. 7 " 7 , 3
-fjﬂ Aﬂﬂg [}’h.o _{[MM Siazl%f_d 15-29wS4 ‘V@ﬂ&’_ Refillx \{_
|
byg: dee|3de  Ndi: 256xlin  28Gx1.5in # Sig: Refill x
Hes
| gealc] it Sig: Refllx ___
rerReD ([Llpume ClchmpoUNDING REASON:
CIAL INSTRUCTIONS 1
ok | | cHarsE pafienT JXsmpromeNr DO PATIENT PICK UP
RNIGHT | | [324n,0av | O38bDaYy  CIGROUND
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ACTIVATED HEALTH

1485 S HIGLEY RD , GILBERT, AZ 85296
Phone: 480-571-1000, Fax: 888-366-1983
Date: Dec/20/2021 09:16:32 AM (PDT)

BECKY GOODSON DEA #MG2276992 State Lic. AZRN137766
BECKY GOODSON

ctronic Prescription Order

Name: Last Name: Middle Name:

Phone: ell Phone: DOB:

Address: ddress (Cont): Email:

City: State: AZ Zip: _
Gender: Female Pay Type: Ins, Name:

Group Name: Ins. Phone: Member ID:

Ins. Control : : . Patient
Number: Ins. BIN: Delivery Type: Erafareiice
Driver's License Driver's License

Number: State:

#1 Semaglutide IN)
Strength: 2.5 mg/mi=
Quantity: 2 ml (two)=
Refills: O0====
Directions: Inject 0.18 ml every week====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: ===
Special Instructions: ====
Date Written: 12/20/2021 (Dec 20, 2021)====

Special Instructions: - Allergies: ; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.

Submitted by: BECKY GOODSON Date: Dec/20/2021 09:16:32 AM (PDT)

Signed electronically by: BECKY GOODSON

Strivepharmacy

Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy Business System V2

Order #74351449
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Jen 27 2022 6:33pm

‘\/lta,l,,zgg“

1855 N. Val Vista Dr. #101
| Mesa, A7 85213
; 1l Phone: (480] 854-8000 Fax: (480) 854-8020

il STRIVE PHARMACY PRESCRIPTION
i DEA#MS4867935 | Matt Morris- NP-C DEA#MIMA4034928

oo I . 12722

' Patient Name: _

Address: | State: ZIP;

Telgphone LINEW PATIENT  CINEWRX  [ICHANGE RX
U progesterpne me SR-CAP | TROCHE CREAM/GEL. # Sig: Refill x____
Cleiest  sof20 5»/35 mefe SR-CAP | TROCHE C(REAM/GEL ¢ sig: Refill x__
Clestriol | rjepiag supp SR-CAP |TROCHE CREAM/GEL #__  sig: ___ Refllx____
Crestesterche mg/g SR-CAP |TROCHE CREAM/GEL 4 Sig: Refillx ___
Dlestrodiol mg SR-CAP [TROCHE CREAM/GEL # Sig: Reﬂi?x__s____‘
Urejtosterche cypjod ;me 200mg/}d MCT OIL # Sig: Refill x ____
Oiow Dose Fir:'.mtremrt*T | IR-CAP i Sig: Refiltx__}_
Canpstrazols img CAPSULE #_____ Sig: Refilx || " | |
Craalafil g, TROCHE #___ Sg Refill x____
Cciomid 25n4g ‘ CAPSULE # Sig: Refill x__j__“
DPT a1 ‘ INJECTABLE #___ sig Refillx__|
| i
!:ie (EPHENDRIN: /CﬂrF:INE/AS’ RIN/25/200/21MG #____ Sig: Refiu,___;__

PN (1R ok nieak 525 nn ‘
ﬁ Q,“nm\\& d—f: 9%5 h W/ "Malrs: que&%lgmﬁ}gqtk Refillx oK

-E_‘j.‘

O tnjact syri e/neidle@bs‘;g: lee e Ndi: 25Gk1in  25Gx1.5in # Sig: Refillx |
| PU 1acavi;mwpss LES :
Oinsylin needles 29/ 30 or 31G & Sig: Refillx ¢
! ' T
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| MED/SPA

1955 N. val Vijsta Dr. #101
Mesa, AZ 85213

hone{480) 854-8000%Fax: (480) 854-8020

TRIVE PHARMACY PRESCRIPTION
FlizabetH Sadler- FN DEA#MSA4867935 Matt Morris- NP-C DEA#MMA4034928

Date: {. _
(% ap: |

|
|
\
I
|
|
PatInt Nz e‘;

Address:
|
Telephone OINEW PATIENT  CINEWRX  [CICHANGE RX
B E i
DP'ageste.Dnﬂ_d Wl meg SR-CAP | TROCHE CREAM/GEL. # Sig: Refill x
I i
| 1
[(sipst 8(}120 su/;!c tefe SR-CAP | TROCHE CREAM/GEL g Sig: Refill x _|
i |
i |
Olegeiol__| | mhgpide supp SR-CAP |TROCHE CREAM/GEL ¢ sig: Refillx |
|
Orestosterdne | { ||| mg/e SR-CAP |TROCHE CREAM/GEL & Sig: Refillx 1
| |
Olestrodiol l{ g SR-CAP |TROCHE CREAM/GEL # Sig: Refillx |
1
\
(Irektosterohe c’v:i ‘ dte 200mg/te MCT OiL !f Sig: Refilix |
s
Ul pose faitre c'f e u IR-CAP 4 Sig: Refill x
I ‘
I |
Oankstrazo! 1Tg h CAPSULE #f Sig: Refill x
L i
i |
Oraiataf i m% TROCHS # sig: Refill x
1]
Ocidmid 25 | | || CAPSULE : # Sig: Refill x
R
|
Oetiia1 | NJECTABLE # Sig: Refill x
Dsouepnzxmlm ‘ FFINE/ASPRIN/25/200/20MG 4 Sig: Refill x
¥ ) T et 03-
SOADl S| NG i eMICA 03-00MLS8 )
A J WELL U
|
Inject syri e/r.eib Syg: 1cq Bre  Ndl: 25Gxlin  26Gx1.5in # Sig: Refillx |

PLUS 18G BRAWINHEDLES T

i -~ Ly
Insglin needles f2§ br 316G E‘“‘g Sig: Refill \55\\

xm.—

Lol

thli;iC FFERRED | [lrume  CIdoMPOUNDING REASON:

IPRING § [RUCTIONS
ETQ OR | H| CHARGE PATIENT _ygsmp TOPATIENT O PATIENT PICK UP
O QYERNIGHT| | |01 2ND DAY| [ 3RD DAy CGROUND

nm‘funs ) ?ﬁa&-/ DATE
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Physician Refill Authorization Request,
Strivepharmacy Fax (480) 626-4365

(This fax contains sensitive patient information. If you are not the intended party, please destroy this fax.)

To: SADLER, ELIZABETH
Address: [ vnion HiLLs DR

From: Strivepharmacy
Address: 1275 E Baseline Rd ste 104

Phone:  (480) 6264366 Fax: {480) 626-4365 o
Patient: ' P
Address: |
Phone: Birthdate: JJJ Ao M |
Rx#: 512103 II

Drug: Semaglutide 2 mg/mi INJ

Quantity: 1 l/ Date written: 01/06/2022

Last refill: 01/10/2022 Prascription expiration date: 01/06/2023
Directions: INJECT 20-25 UNITS SUBCUTANEQUSLY ONCE WEEKLY

Pharmacy use Only:

Refill Response: Please fax ba s pharmacy at (48 136 l
May Refill: (Please complete appropriate refill instructions sectlon)

f1PRN | ___Time(s) as Consistent with State Law Unth /4 I Do NotRefill

Other instructions, »
comments or questions: | ‘.

Authorized by: Dr : 541’ (’J { e / Date_z__l_z__zl__z_/('
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Physician Refill Authorization Request
Strivepharmacy Fax (480) 626-4365

(This fax contains sensitive patient information. If you are not the intended party, please destroy this fax.)

To: SADLER, ELIZABETH
Address: ] w unioN HiLLs DR

From: Strivepharmacy
Address: 1275 E Baseline Rd ste 104

Phone:  (480) 626-4366 Fax: ( 480) 626_4365
Patient: '

Address:

Phone: Birthdate: - Age:-
Rx#: 512103

Drug: Semaglutide 2 mg/mi INJ

Quantity: 1 l/ Date written: 01/06/2022

Last refill: 01/10/2022 Prescription expiration date: 01/06/2023

Directions: INJECT 20-25 UNITS SUBCUTANEQUSLY ONCE WEEKLY

£ 0 pfins

Pharmacy use Only:

Refill Response: Please fax back to the pharmacy at (480) 626-4365

May Refill: (Please complete appropriate refill instructions section)

COPRN | ___Time(s) as Consistent with State Law Untit_ /| [0 Do Not Refill

Other instructions,
comments or questions:

Authorized by: D( ‘ 54 (J [ 4 / DG“L/_Z_ZL_Z_,L/
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VITALITY SCOTTSDALE

8764 E SHEA BLVD, SCOTTSDALE, AZ 85260
Phone: 480-948-3050, Fax: 480-948-1680
Date: Feb/22/2022 01:22:57 PM (PDT)

ELIZABETH SADLER DEA #MS53446540 State Lic. AZAP7554
ELIZABETH SADLER
lectronic Prescription Order

Name: Last Name: Middle Name:

Phone: Cell Phone: DOB: -
Address: Address (Cont): Email:

City: State: AZ Zip: -
Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

Ins. Control 1 i g

i Ins. BIN: Delivery Type:  UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide IN)
Strength: 2 mg/ml====
Quantity: 1 ml {one)====
Refills: O0====
Directions: inject 15-25 units once SQ weekly====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 30====
Special instructions: please include QS insulin needles&alcohol swabs===
Date Written: 02/22/2022 (Feb 22, 2022)====

Special Instructions: - Allergies: ; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.

Submitted by: ELIZABETH SADLER Date: Feb/22/2022 01:22:57 PM (PDT)
Signed electronically by: ELIZABETH SADLER

Strivepharmacy

Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy Business System V2

Order #74978072

mic b 12 10ml inj
50 u sc tiw refill 0
b/o s/p per erin

2/25/2022 13:10 - smoore
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Feb 23 2022 C&43PM Vitzlity Med Spa Glencale 6232566155

Patient Name:

- Progesterone __| mg SR-CAP
[siest 80720 50/50______mg/g SR<ap
DEstriol_____ mg/vag supp SR-CAP
[:]Testosterone________ mg/g SR-CAP
Olestrodiol g SR-CAP
Orestosterone cypignate 200mg/cc

Dliow Dose Naltrexgne______ mg
Clanastrazoie 1mg

Oradabefi___ mg

Olclomid 25mg

Oera41

[JEcA [EPHENDRINEYCAFFINE/ASPRIN/25/200/21MG

i fole Img

B Somag

[J Inject syringe/n
PLUS 18G DRAW
@.ﬁn needles 29

NOTES: CITOPICLICH

8160 W. Unio

Glendale,

Phone: 623.792.58

STRIVE PHARMAC

page 1

lit
| MED/SPA
n Hills Dr #8202
B5308
Fhx: 623.256.6015¢

RESCRIPTIQN
pdte: 3-25- 2
‘ zu=|::_
4 NEW RX  CICHANGE RX
TROCHE CREAMY/GEL. # sig: | Refilfx|
TROCHE CREAM/GEL |# Sig: Refil x
TROCHE CREAM/GEL }a__ sig: RefT:
|
TROCHE CREAM/GEL ‘H sig: Reff x
TROCHE CREAM/GEL J#__ Sig: Refil x
MCT OIL :pt‘___ S;Ig: Refif x
IR-CAP LI_ Sig: Refif x
CAPSULE ﬁ__ Sig: Refif x
TROCHE #__ Sig: j Refif x|
CAPSULE ;#_ Sig: i Retif x
INJECTABLE # ‘ sig: | Reﬂlkx.____
_\ * Sig: g[ Refillx|
hfl 2 - ﬁswl v WV\W&DEM Refilf« [~
] .
| Sig: Refilj« |

les Syg: 1cc 3cc Ndl: 25Gx1in  25Gx1Sin

EEDLES

30cr31G

PReFERRED [dpume [CICOMPOUNDING REASON:

- |
ﬁ' camsmlooaﬁn | O CHARGE pATIENT }ﬁmpm
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DATE

PIC)

{

uRy

] .
Refi Ili&.

y059

StrivePharnIac



Feb 24 2022 5:46pm

Patient Name:

H

1/ita

1955 N. Val Vis
Mesa, AZ
hone: {480) 854-8000

o

[RIVE PHARIMIACY

¥
llzabeth Fadler- ENF DEAZMS4867935 |

lity
MED/SPA,

ta Dr. #101
85213

Fax: (480} 854-8620

PRESCRIPTION
Matt Morris- NP-C DEASIVIVIA034928

TENT SHIP TO PATIE
1 3RD DA

BT [ PATIENT PICK Up

CGROUND

pare _ Q. 2N 3

StrivePharmacyOdO

Address: _ | Clty: :
Telephone: :
i
|
1 progastardne mg SR-CAP |[TROCHE CREAM/GEL. # Sig: Refillx__|
1
i
[Cleiekt 800 Solst ma/g SR-CAP HROCHE CREAM/GEL # sig: Reﬁll:i« LA
i
1
[lestiiol mi/Nakisupp SR-CAP FROCHE CHEAM/GEL # Sig: Refillx |
[ I}
|
E]Testosterowe gl SR-CAP fROCHE CRFAM/GEL # Sig: Refillx i .
[estiodiol & SR-CAP TROCHE CREAM/GEL # Sig: Refillx_ s
[Testosterode DR 200mgidc MCT OIL # Sig: Refillx [ i
T
i
[Jtow Dose hhaitrpsdhre i R-CAP # Slg: Reflll x l
T
:
:]Anzstrzznlaim[ {APSULE # Sig: Refillx_. . |
R
Tradsiani Ing TROCHE # Sig: Refillx. il
1
Tctogid 250 GAPSULE 8l sig Refillx _ '
i
| ,:i|
TpT-341 INECTABLE # | sig: Refillx_i| |
— =1
‘ i
FRINE/ASHRIN/ZS/200/ 200G l E Sig: Refillx__. 1 |
. i
VT ,.
'lzl’[dj ZVVIS lWll Va!é sig: UO*LQM, S& l““:léhf Refill.c A\
byg: 1co|Jee Ndi: 2563 1in  25Gx1.5in #_] Sl Refilix___ l
UES L §| ‘
3 31G ED sig: Refil x &8
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Feb 24 2022 6:51pm p.1

- 017 i
Vi lity,,

1855 N. Val Vista Dr, #101
Mesa, AZ R5213
one: (480) 854-8000 Fax: (480} 854-8020

RIVE PHARMACY PRESCRIPTION
Sadler- FNP DEA#MS3446540 | Jessica Folz-NMD DEA#MF4543345

Date: 2 24‘22'_ i
&lg ze:_

[LINEW PATIENT [CINEWRX [ICHANGE RX

Patient Nar
Addgess: |

Telephone:

|
L1 prpgesterdne mg SR-CAP [TROCHE CREAM/GEL, # Sig: Reﬁl[x__,L
i
1
Claisst 80720 5650 mgfe SR-CAP [TROCHE CREAM/GEL & sz Refillx. .
f ' |
H |
o g supp SR-CAP [TROCHE CREAM/GEL 4 Sig: Reflix 1| | |
L
t |
Ltestosterche me/g SR-CAP [FROCHE CREAM/GEL H Sig: Refill % % |
. |
[estrodiol imb SR-CAP [WROCHE CREAM/GEL 4 Sig: neﬁnfsci!__]_l_j |
[ 1]
[ Testosterode chploidid 200mefdc MCT OIL 3 Sig: Refill x_ [
{Tiov Dose Haltrasbit m jR-CAP # Sig: Refillx ;
;
[ Am3strazold 1njg CAPSULE it Sig: Refill xu__\_,g
1
i
[Tradatafi i [ FROCHE # Sig: Refilix_L1 |
o
Clofnid 26rfg CAPSULE # Sig: Reﬂllx;:-__J__
[ JpT-a1 INIECTABLE 6] Sig: Refi[lx! I !
- . |
— |
IECA (EPHENDRINE/ CAEFINE/ASERIN25/200/21MG # Sig: Refillx _. Ll E
tl
&_p g %)
LldeJ %% k—l \VL_,_ sig: K}~ 5 Refillx, _&_l_ ; .
NN o
by Byg: 2l Bcc Ndl: 25Glain  25GxL5in # Sig: Refill I i |
Eald #( Sig Refill R
|
RERRED |[Tpume CIoMPOUNDING REASON:
'
AL INSTRUCTIONS i
R | £ CHARGE pAFIENT SHIP'TO PATIENT I PATIENT PICK UP '
sursm(w (1 3RD DAY naaou»F) ;
e &£
-~ DATE c??’“\ O i
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VITALITY SCOTTSDALE

8764 E SHEA BLVD, SCOTTSDALE, AZ 85260
Phone: 480-948-3050, Fax: 480-948-1680
Date: Feb/25/2022 10:37:34 AM (PDT)

ELIZABETH SADLER DEA #MS3446540 State Lic. AZAP7554
ELIZABETH SADLER
ectronic Prescription Order

Name: Last Name: Middle Name:
Phone: Cell Phone: DOB: -
Address: Address (Cont): Email:
City: State: az Zip: -
Gender: Pay Type: Ins. Name:
Group Name: Ins. Phone: Member ID:
Ins. Control )
Niiriber Ins. BIN: Delivery Type: Delivery
Driver's License Driver's License
Number: State:
#1 Semaglutide INJ
Strength: 5 mg/mi====
Quantity: 2 ml (two)====
Refills: 0====
Directions: inject 10 units SQ 1x weekly. Then increase Sunits. Max 40units 1x
weekly. ====

Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 60====

Speclial Instructions: please include insulin syringes&alcohol====

Date Written: 02/25/2022 (Feb 25, 2022)====

Special Instructions: - Allergies: NO KNOWN DRUG ALLERGIES; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose
signature appears above due to the medical need of a specific patient and the preparation is
prescribed because the prescriber has determined that the preparation will produce a clinically
significant therapeutic response compared to a commercially available product.

Submitted by: ELIZABETH SADLER Date: Feb/25/2022 10:37:34 AM (PDT)

Signed electronically by: ELIZABETH SADLER

Strivepharmacy
Strivepharmacy
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy Business System V2

Order #75012803
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RICH SHOT®

As a prescriber, | have found compounded Semaglutide with B12 vials to be an extremely
valuable tool in the management of my patients with Obesity and Diabetes. One of the main
benefits of using these vials is the ability to customize dosing in order to decrease side effects,
increase compliance, and thus better outcomes.

When it comes to diabetes and obesity management, every patient is unique and may have
different needs with it comes to their medication regimen. Compounded Semaglutide vials
allow me to tailor the dosing to each individual patient, taking into account side effects and
effectiveness. In the past with traditional manufactured Ozempic or Wegovy, the patient would
double the dose every 4 weeks, and side effects and intolerance would happen with every
dose change. Patients would have major diarrhea, vomiting, and severe nausea at each dose
increase. This resulted in noncompliance and poor outcomes. The flexibility in dosing which |
am able to do has significantly reduced the incidence of side effects and has drastically
increased compliance and positive outcomes.

| have been managing Obese and Diabetic patients for years with Semaglutide and am so
grateful the option to use compounded Semaglutide in my practice. | truly believe it has led to
significantly better outcomes for my patients. The dose of 0.25 mg for 3 weeks then increasing
to 0.4mg helps prevent 95% of side effects and patients are better able to adjust to the
increased dosage without side effects as compared you Ozempic dosage protocol.

Sign: %/’

Date: 01/30/2023

Practitioner Ahmed Mahdi, NP
Skinny Rich Shot®

Office: 323 283 9219

Mobile: 256 348 5521

Fax: 323 488 6897

Site: skinnyrichshot.com

Email: info@skinnyrichshot.com
Los Angeles, California
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MED/SPA

January 30, 2023 :
8764 E. Shea Blvd #109 1
Scottsdale, AZ 85260

480.948.3050 |

To Whom It May Concern: '

I began prescribing compounded Semaglutide in 2021 for my patients seeking weight loss
due to insulin resistance. A majority of patients would call with complaints of severe nauseg .
vomiting, reflux and other Gl disturbances. We would, and still do, instruct our patients to | | | |
therefore lower the dose and titrate the dose up slowly We then work on finding a dose that
suits each individual's needs. For example, | have some patients who will dose at 17 umts !
22units on the 2mg/ml weekly since they find the 25 units to be too much for them. We also (
can split the dose twice weekly if needed. The addition of B12 has significantly helped de- = | |
crease nausea as well. g

R
Our patients are very happy with the results they are seeing and as a provider | am happy' |
seeing their lab work improving. [ absolutely believe having compounded Semaglutide W|th
B12 has led to significantly better outcomes for my patients. ” ! |
Testimonial from a patient: Ly
| have been on compounded Semaglutide for around 6 months. | have lost 28 Ibs and am
looking to lose another 12-15 Ibs. When | first started, | had significant nausea and vomltlng il
didn't think | would be able to continue. | worked with my provider to adjust the dose and am
happy with my results! -K.K

Thank you,

Elizabeth Sadler - FNP
Vitality Medical Spa

StrivePharmacy065
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Jan 29t 2023
Dr. Robb Bird

drbird@transformyou.com

To whom it may concern:

I have using Semaglutide for almost 2 years with many of my patients. One of the main benefits
of using compounded Semaglutide is the ability to customize dosing in order to decrease side
effects, increased compliance, and try and improve patient outcomes. As a prescriber, | have
found compounded Semaglutide with B12 to be an extremely valuable tool in the management
of my patients with Obesity and Diabetes. Often times this is the only option for patients who
have struggled with these health challenges for years.

Brand named Ozempic or Wegovy suggest that the patient double their dose every 4 weeks.
Side effects and intolerance were very common with every dose change. Patients would
complain about major diarrhea, vomiting, and severe nausea at each dose increase. These bad
side effects most often result in noncompliance and poor outcomes. When it comes to
diabetes and obesity management, every patient is unique and may have different needs.
Compounded Semaglutide allows me to tailor the dosing to each individual patient, taking into
account side effects and effectiveness. The flexibility in dosing which | am able to implement
has significantly reduced the incidence of side effects and has drastically increased compliance
and positive outcomes.

I have been managing Obese and Diabetic patients for almost 2 years with Semaglutide and 5
years with Exenatide before it. The option to use compounded Semaglutide in my practice has
been a game changer and I truly believe it has led to significantly better outcomes for my
patients.

Sincerely,

e

Dr. Robb Bird
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Perspective Health
3530 S Val Vista Suite A-111
Gilbert, AZ, 85297
(180) 999-2725

January 27, 2023

To Whom it May Concern at Pharmacy:

[ am writing on behall of Strive Pharmacy in regards to the concerns of compounding/production
of Semaglutide. As a provider and co-owner of a practice focused on weight loss and regenerative
medicine, I have been working and prescribing Semaglutide for my patients since it has been
available through Strive Pharmacy. T'o date, our practice has helped over 350 patients suffering
with obesity and unable to tolerate Ozempic/WeGovy dosed per the pen based on a rigorous
dosing schedule put out by manufacturer. As you know, this medication can have significant
impact on the gastrointestinal tract and can be very difficult for many patients to tolerate. The goal
of WeGovy is to aide obese patients in weight loss and decrease their comorbidities related to
obesity such as hypertension, hyperlipidemia, sleep apnea, and decrease insulin resistance thereby
helping to prevent our patients from developing Type 2 Diabetes.

At Perspective, we work 1:1 with our weight loss patients creating individual dosing schedules
based on how well the patient is tolerating their dosing. Because of these side effects, we don’t
push our patients to reach maximum dose, rather we increase based on weight loss and tolerance
and not per the template design dosing schedule put out by manufacturer. Perspective is only able
to provide patient specific dosing by utilizing Strive compounding pharmacy for their medication.
With the addition of B12 to the compound, we have seen a significant reduction in GI side effects
and fatigue. I realize there is a lot of nationwide attention and coverage focused on Semaglutide
and the production, I ask you to understand what a life changing impact this has made for
hundreds of my patients and countless others using this same formula.

If you have any questions or would like to speak with me and/or Tammy Chesley, FNP, please do
not hesitate to contact Perspective Health. We stand beside Strive Pharmacy in providing

specialized and individualized weight loss management using Semaglutide.

Thank you,

Rebecca T Lucas, FNP
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One Renaissance Square Attorneys at Law in
Two North Central Avenue Chicago
u Q r e S Suite 600 Denver
Phoenix, AZ 85004-2322 Indianapolis
602-229-5200 Madison
Fax 602-229-5690 Milwaukee
www.quarles.com Minneapolis
Naples
Phoenix
San Diego
Tampa
Tucson

Writer's Direct Dial: 602-229-5301

E-Mail: Alex.Snyder@quarles.com Washington, D.C.

May 18, 2023

VIA ELECTRONIC MAIL - keandhi@azpharmacy.sov

Kam Gandhi

Executive Director

Arizona State Board of Pharmacy
1110 W Washington Street, Suite 260
Phoenix, Arizona 85007

RE: Supplement Response to the Amended Complaint 22-0668.
Dear Mr. Gandhi:

We represent Strive Pharmacy (the “Pharmacy”), Permit No. Y007406, in connection
with Complaint 22-0668 (the Complaint). This letter is intended to serve as an additional
supplemental response to the Amended Complaint, which was issued against the Pharmacy in
respect to their use of the salt form of semaglutide bulk substance and recordkeeping practices in
relation to their compounding practices of semaglutide.

L. National Landscape of Semaglutide Compounding

During the latter part of 2022, the Pharmacy received a complaint alleging they were
compounding a commercially available semaglutide drug products. In the time since the original
complaint was filed, it has become clear that the compounding of semaglutide drug products is
an issue with national implications. Due to the manufacturer’s inability to respond to
semaglutide’s growing popularity, the FDA placed both Wegovy and Ozempic on their shortage
list." In response, compounding pharmacies began compounding semaglutide drug products to
meet this new patient demand and medical need. Despite its continued shortage, the FDA and
State Boards of Pharmacy have struggled when determining how to regulate this practice moving
forward.

! See U.S. Food & Drug Administration, FDA Drug Shortages, Semaglutide (Ozempic) & Semaglutide (Wegovy),
https://www.accessdata. fda.gov/scripts/drugshortages/dsp_SearchResults.cfin (last visited May 4, 2023).

QB\80891717.1
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As a result, pharmacies were forced to rely upon vague and ambiguous guidance when
they began to compound semaglutide drug products. Only recently have various State Boards of
Pharmacy issued statements in response to various inquiries concerning this issue. Even still, the
FDA only recently issued a letter to the National Association Boards of Pharmacy (“NABP”) to
provide some manner of guidance.” While their letter was limited, the FDA clarified two
pertinent issues. First, the FDA reaffirmed that both Wegovy and Ozempic remain on the FDA
drug shortage list and will remain on the list until the shortage has been fully resolved.? Second,
the FDA confirmed that pharmacies are not permitted to be compounding from the salt form of
semaglutide since only the base form is FDA-approved.* Regardless, whether pharmacies may
compound semaglutide drug products hinges on whether the practice is permissible and, if so,
how it may be performed.

II. Permissibility of Compounding Semaglutide

Regarding the issue at hand, there must be a determination as to whether compounding
semaglutide drug products is permissible. The FDA has been consistent that while a drug appears
on the FDA drug shortage list, compounded drugs can be made and distributed with little
restrictions.’ Despite some claims from certain Boards of Pharmacy, the FDA has reaffirmed that
Wegovy and Ozempic continue to be listed on the FDA Drug Shortage list.® Even if the website
claims that certain strengths of the drug are “available,” the FDA still considers the drug product
to be in shortage unless the manufacturing issues have been fully resolved.” Therefore, as long as
both commercial semaglutide products continue to be on shortage, semaglutide is not considered
“commercially available™ by the FDA and can be compounded accordingly.®

III.  Process of Compounding Semglutide

Since compounding semaglutide is clearly permissible at this time, the next question is to
address how it may be performed. Currently, the FDA has found that pharmacies operating under
Section 503A may only compound from bulk drug substances that: (1) comply with the standards
of an applicable United States Pharmacopoeia (“USP”) or National Formulary (“NF™)
monograph, if a monograph exists, and the USP chapter on pharmacy compounding; (2) if such a
monograph does not exist, are drug substances that are components of FDA-approved drug
products; or (3) if such a monograph does not exist and the drug substance is not a component of

? See FDA to NABP Semaglutide Letter, U.S. Food & Drug Administration, April 27, 2023,
https://adpc.org/files/FDA-to-NABP-Semaglutide-letter April-27-2023.pdf.

3 1d

f1d

SId

e 1d.

TId

8 See U.S. Food & Drug Administration, Center for Drug Evaluation and Research, Compounding Drug Products
That Are Essentially Copies of a Commercially Available Drug Product Under Section 503A of the Federal Food,
Drug, and Cosmetic Act, Guidance for Industry, p. 10 (Jan. 2018), https://www.fda.gov/media/98973/download.

QB\80891717.1
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an approved drug, that it appears on the FDA’s list of bulk-substances that can be used in 503A
compounding.” It is clear, with respect to semaglutide, that no USP or NF monograph exists and
that no form of the drug appears on the Section 503A Bulk Substances list.!" However, prior to
the issuance of FDA guidance, State Boards wrestled with whether the salt form of a drug should
be considered a component of an FDA-approved drug.'!

Controversially, the FDA and various State Boards of Pharmacy have recently found that
the salt form should not be considered a component of the FDA-approved semaglutide base.'”
- Despite this recently issued guidance, an argument can be made that this interpretation does not
take into consideration the FDA’s inconsistent definition of “active pharmaceutical ingredient™
and “bulk drug substance” within the relevant code and regulations.'® Prior to the recently issued
guidance, the Pharmacy has been operating under relative ambiguity surrounding the
permissibility of using a salt form of a drug for compounding, further evidenced by the confusion
from State Boards and lack of previous guidance from the FDA. Therefore, the Pharmacy

? See 21 U.S.C § 353a(b)(1)(A)(i)(I-111); see also Bulk Drug Substances Used in Compounding Under Section 503A
of the FD&C Act, U.S. Food & Drug Administration, https://www.fda.gov/drugs/human-drug-compounding/bulk-
drug-substances-used-compounding-under-section-503a-fdc-act (last updated Feb. 20, 2020).
10See 21 C.F.R. § 216.23 (listing the 503A Bulk drug substances list).
1! See Utah State Board of Pharmacy, Minutes, March 28, 2023, p. 3, https://www.utah.gov/pmn/files/970387.pdf
(finding that members of the Board believed the salt form does not matter, it is the semaglutide molecule that is
being used, the semaglutide component is the active pharmaceutical ingredient); see also Utah State Board of
* Pharmacy, Minutes, March 28, 2023, https://www.utah.gov/pmn/files/959981.mp3 (conversation begins at
00:41:00).
12 See FDA to NABP Semaglutide Letter, supra note 2; see also Statement Concerning Semaglutide Compounding,
N.C. Bd. Pharmacy, http://www.ncbop.org/PDF/SemaglutideCompounding.pdf (last updated April 28, 2023); see
also K Capehart, Statement Concerning Semaglutide Compounding, W. Va. Bd. Pharmacy,
https://www.wvbop.com/admin/attachment/FINALSemaglutideCompoundingStatementUpdated0 IMAY2023WVB
oPFV1.pdf (last updated May 1, 2023); see also Compounded Products Due to Shortage or Due to Special Needs,
Miss. Bd. Pharmacy, hitps://www.mbp.ms.gov/sites/default/files/inline-
images/Semaglutide.compoundguidance%620%28002%29.pdf.
13 FDA has been inconsistent when defining drug substances with respect to the active pharmaceutical ingredient. At
times, drug substance is defined to differentiate between the base or salt form. While in other sections of the code
and regulations the terms is defined more broadly to include the base form and any salt or ester form. First, “bulk
drug substance,” as referenced in Section 503A(b)(1)(A) of the FD&C Act, is to mean the same as “active
pharmaceutical ingredient” in 21 C.F.R. § 207.1. Unfortunately, the definition only provides what an active
pharmaceutical ingredient does, however, it does not determine whether it should include only the base or salt and
ester forms. However, with respect to animal compounding, a compounded drug’s active ingredient is “the same” as
that of the approved drug if it uses the same active moiety (i.e., drug base) regardless of any salt or ester. See
Compounding Animal Drugs from Bulk Drug Substances, GFI #256, August 2022,
-https://www.fda.gov/media/132567/download. Similarly, the FDA’s exclusivity treatment prohibits a new drug
application from being filed if it uses the same active moiety regardless of salt form. See 21 U.S.C. §
355(c)(3)(E)(ii). It should be noted, the FDA did propose rules that would treat each specific form of the drug (base,
salts, or esters) as separate entities. See List of Bulk Drug Substances That Can Be Used To Compound Drug
Products in Accordance With Section 503A of the Federal Food, Drug, and Cosmetic Act, 81 Fed. Reg. 91071,
91076 (Dec. 16, 2016) https:// www.govinfo.gov/content/pkg/FR-2016-12-16/pdf/2016-30109.pdf.

QB\80891717.1
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reasonably assumed that the salt form of an FDA-approved drug is essentially the “same
component” in accordance with FDA law.

IV. Source of Bulk Substances for Compounding in Arizona

Nevertheless, compounding pharmacies in Arizona are beholden to a different standard
compared to what is required by the FDA. In Arizona, compounding pharmacies are required to
ensure that substances used for compounding purposes “...are obtained from a source that, in the
professional judgment of the pharmacist, is acceptable and reliable.”'* The Pharmacy, adhered to
this standard in two ways. First, the Pharmacy reasonable relied upon the limited FDA guidance
and determined that the salt form of semaglutide used to compound was a component of an FDA-
approved drug in accordance with Section 503A of the Food, Drug & Cosmetic Act (“FD&C
Act”). This determination is reasonable, in part, because while a salt form is used as the bulk
substance, the finished compounded product only contains the base semaglutide active
ingredient. Second, the actual sodium component of the previously supplied salt form of
semaglutide merely acted as an excipient to the original molecular structure. See Attachment 1.
Meant to stabilize the product, the salt had no actual bearing on the semaglutide active
pharmaceutical ingredient. Furthermore, the lack of clarity with regard to compounding with
bulk semaglutide is evidenced by the recent need for the FDA and various State Boards of
Pharmacy to provide guidance and statements on the issue.

Regardless, in response to the FDA’s stance, the Pharmacy has taken steps to work with
their manufacturer to receive and compound with the base form of semaglutide. See Attachment
1. As such, the Pharmacy remains vigilant as new information and guidance has become
available and has adjusted its practices to comply with the recent interpretation. To the extent
that it is helpful, the Pharmacy expects to be in full compliance with the relevant regulatory
requirements at the end of the current month, May 2023.

V. Recordkeeping Issues

With respect to the improper recordkeeping practices, the Pharmacy has taken steps to
update their procedures and employ more diligent oversight of these practices to prevent this
type of error from occurring again. Of note, the Pharmacy’s new standard operating procedures
(“SOP™) have been revised to require employees to verify whether the base or salt form of a drug
is being used throughout their four-step verification process. See Attachment 2. As such, the
drug must be checked and verified to ensure that the bulk substance matches what was ordered at
the following steps of the process: (1) upon receipt, (2) before being entered into active stock, (3)
prior to compounding, and (4) during a final verification before dispensing. In short, the new
procedure requires the pharmacy personnel to ensure that either the correct salt or base form was
received, stocked, and compounded throughout the verification process. In the interest of

14 See Ariz. Admin. Code R4-23-410(B)(1)(c)(emphasis added).

QB\80891717.1
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providing a full scope review of the facts at issue, it should be noted, the recordkeeping etror
only occurred on the compounding logs in relation to which salt form was being used to
compound. Since the final compounded drug product only contained the semaglutide base, the
final drug product was labeled appropriately and accurately.

VI. Conclusions

In summary, the Pharmacy adhered to the good compounding practices required by
Arizona rules when they determined, in the professional judgment of their pharmacists, that the! |
salt form is acceptable and reliable.'® Nevertheless, as new information has become available |
from the FDA, they have begun the process of purchasing the base form of semaglutide for
patient compounding. Therefore, the Pharmacy is committed to compound semaglutide in a

compliant manner moving forward.

15 Id

QB\80891717.1

Very truly yours,

(Ul

Alexander L. Snyder
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AFFIDAVIT

I, Yunxia Liu, state the following to be true:

1. I am competent to testify and have personal knowledge of the matters stated herein.

2. Treceived my Bachelor's and Master of Science in Organic Chemistry at Shandong
University.

3. I'am the Head of Quality Assurance at Biopeptek Pharmaceuticals, LLC
(“Biopeptek™).

4. Biopeptek is an FDA-registered manufacturer properly permitted as a virtual manufacturer
(M002065) in the State of Arizona.

5. Biopeptek’s manufacturing facility is registered with FDA Drug Establishments database.
Qingdao Biopeptek Co., Ltd is the name of our manufacturing facility located in Qingdao,
China. The FDA Establishment Identifier is # 3009110908.

6. I understand that the U.S. Food & Drug Administration ("FDA") recently issued guidance
that the active pharmaceutical ingredient in Wegovy and Ozempic is the base form of
semaglutide. As such, the FDA has taken the stance that compounding from the salt form
of semaglutide does not meet federal law requirements for compounding.

7. Biopeptek provides Semaglutide base Active Pharmaceutical Ingredient (API) to
pharmacies certified for prescription compounding use. Semaglutide API made by
Biopeptek is identical to the FDA approved Semaglutide drug substance. Biopeptek’s
Semaglutide API is the Semaglutide base. Previously, the salt appeared on the previous
Certificate of Analysis (COA) is an excipient, not part of the Semaglutide molecular
structure.

8. Attached hereto as Exhibit A are the new Certificate of Analysis and Manufacturing
Labeling to evidence the manufactured base form of semaglutide.

DATED this_10® __ day of May 2023.

\fun xla [1'!4

Yunxia Liu

Head of Quality Assurance

Biopeptek Pharmaceuticals

QB\80886737.1
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biopeptek

CERTIFICATE OF ANALYSIS

Reference document :

BPT-QC-STP-2078 V02

Product Name

Semaglutide

CAS No.

910463-68-2

Molecular Formula

C E87H291N4505‘J

Lot No. GIM7820230322

Seavichice His-Aib-Glu-Gly-Thr-Phe-Thr-Ser-Asp-Val-Ser-Ser-Tyr-Leu-Glu-Gly-Gln-Ala-Ala-Lys(PEG2-
9 PEG2-y-Glu-17-carboxyheptadecanoyl)-Glu-Phe-1 le-Ala-Trp-Leu-Val-Arg-Gly-Arg-Gly

Modifications None

Storage Conditions

T —

For longer term (> 6-month)

For less than 6-month storage, the recommended condition is 2-8°C;
storage, the recommended condition is minus 20°C.

i S

TR

T mwm——

Test Items Specifications Results Method
3 i Whil -whi
Appearance White to off-white powder (C:::;Eot;nosf)f Whkteoweey BPT-QC-SOP-2078 V02
Molecular Weight (MS) 4113.6+1.0Da 4114.5Da BPT-QC-SOP-2078 V02
Identification The retention time of the major peak of
Retention Time (HPLC) the sample solution corresponds to that| Conforms BPT-QC-SOP-2078 V02
of the standard solution.
Purity (HPLC) >098.0% 99.3% BPT-QC-SOP-2078 V02
Total Impurities(%)<2.0% 0.7%
Assay Related Substances (HPLC) Largest Single Impurity(%)<1.0% 0.1% BPT-QC-SOP-2078 V02
Peptide Content (HPLC) >85.0% 93.3% BPT-QC-SOP-2078 V02
: BPT-QC-SOP-2078 V02,
Water Content (Karl Fischer) |<8.0% 4.6% USP<921>
. 0 ] Acetonitrile<0.041% 0.0185%
Specific Tests |Residual Solvent (GC; HPLC) Trifluoroacetic<0.500% oD BPT-QC-SOP-2078 V02
Bacterial Endotoxins (Gel-clot ; BPT-QC-SOP-2078 V02,
Method) <10EU/mg Conforms USP<g5>
Conclusi This batch was tested following the analytical procedure of BPT-QC-SOP-2078 V02.
preciaon The test results met the specifications of BPT-QC-STP-2078 V02,
Date of Mfg 22 Mar 2023 Date of Exp 21 Mar 2025
Date of Test 09 Apr 2023 Les  2hon Date of Release |09 Apr 2023 Vil
. . |
Quality Control: Lei Zhou o9 AP’ e Quality Assurance: Yongna Zhao 09 Apr A-P}
Reviewed Biopeptek Pharmaceuticals,LLC. Rl) Fﬂ"“’ q

Corporate headquarters: 5 Great Valley Parkway. Suite 100 Malvern, PA 19355, U.S.A Tel: 610.643.4881 www.biopeptek.com

Manufactured and Packaged at the FDA registered facility: 218 Shuangyuan Road, Chengyang, Qingdao, Shandong 266000, China (CHN)

The peptide is che

mically synthesized
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Receiving and Storage of Incoming Materials

mpounding pharmacy Document
Number

3.1 Version 1.0

Implementation Date

Page 1 of 3

1. Purpose

1.1.The purpose of this procedure is to establish the process for receiving and

storing incoming materials.

2. Definitions

2.1.Component — Any ingredient used in the compounding of a preparations,
including any active ingredient, added substance, or conventionally

manufactured product.

2.2.Certificate of Analysis (C of A) — A report from the supplier of a component,
container, or closure that accompanies the supplier’'s material and contains the
specifications and results of all analyses and a description of the material.

2.3.Certificate of Compliance (C of C)

— A document that certifies that a product or

system meets the requirements of a safety regulation or standard.
2.4. Safety Data Sheet (SDS) — A detailed informational document prepared by the
manufacturer or importer that describes the physical and chemical properties of

the product.

2.5.Active Pharmaceutical Ingredient (API) — Any substance or mixture of
substances intended to be used in the compounding of a preparation.

3. Procedure
3.1.Receiving materials

3.1.1. Personnel must wear appropriate PPE when receiving materials into the

facility.

3.1.1.1.  The safety data sheet provides information on the appropriate PPE.
3.1.2. Personnel must inspect the outer packaging for damage when packages

arrive at the facility.

3.1.2.1. Ifthe damaged packaging is deemed severe enough to
compromise the product'’s integrity, the package(s) may be sent back to

the supplier for replacement.

3.1.2.2. Any component found to be of unacceptable quality must be clearly
labeled as rejected and segregated from active stock to prevent use

before appropriate disposal.

3.1.3. Personnel must attain a C of A and SDS for all powder or liquid
components or a C of C for all components used in sterile compounding.
3.1.3.1. All certificates must be retained either electronically or hardcopy for

a minimum of 3 years.

3.1.4. After gathering the required certificate(s), personnel must verify that the
product label matches the C of Aor C of C.

StrivePharmacy079




Y \ (Y H ‘éEVE Title Receiving and Storage of Incoming Materials
X JITINIY

Document 3.1 Version 1.0
Number

7 compounding pharmacy

Implementation Date Page 2 of 3

3.1.4.1. Personnel should verify that:
3.14.1.1. The product's name.
3.1.41.2. The manufacturer’'s name.
3.1.41.3. The NDC number (if applicable).
3.1.4.14. The correct salt form was received.
3.1.4.1.5. The expiration date is acceptable.

3.1.4151. If the product does not have an expiration date, an
expiration date of 1 year from the date of receipt can be
applied.

3.1.5. Personnel must clearly mark the date the material was received on all API
containers.
3.1.6. Prior to entering the component into active stock, a second verification
must be made by a separate individual.
3.1.6.1. The second verification must ensure that the material matches the
formulation the component is intended for.

3.2.Storage of Materials
3.2.1. All components must be stored according to the manufacturer’s
instructions and in a manner that prevents contamination, mix-ups, and

deterioration.

3.2.2. All materials must be stored off the floor, on a non-particle generating rack
or pallet (Wood pallets are not acceptable)

3.2.3. The storage area must be monitored for temperature and humidity either
by continuous monitoring or manually at least once a day.

4. References
4.1.USP <797> Pharmaceutical Compounding — Sterile Preparations

5. Attachments

5.1.N/A
Current Version | New Version Description of Changes
1.0 1.0 Original Issue
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compounding phermacy

Title

Release of Compounded Preparations

Document
Number

5.25 Version 1.0

Implementation Date

Page 10f3

1

Purpose

1.1.The purpose of this procedure is to establish the process for releasing
compounded preparations.

Definitions

2.1.Component — Any ingredient used in the compounding of a preparation,
including any active ingredient, added substance, or conventionally

manufactured product.

2.2.Active Pharmaceutical Ingredient (API) — Any substance or mixture of
substances intended to be used in the compounding of a preparation.

Procedure

3.1.Releasing Non-Sterile Preparations

3.1.1. After the completion of a non-sterile preparation and prior to release, a
pharmacist must verify that all components were used in the correct
quantities and are appropriate for the specific preparation.

3.1.2. The pharmacist verifying the preparation must check:

3.1.2.1. The name, strength, and dosage form on the preparation’s label
matches the compounding record.

3.1.2.2. The name and salt form of the API is correct.

3.1.2.3. The lot numbers for all components are correct.

3.1.2.4. The physical appearance of the preparation (e.g. color, texture,

uniformity).

3.1.2.5. The quantities of ingredients added are within an acceptable range.
3.1.3. If all aspects of the preparation are deemed acceptable, the non-sterile
preparation may be released into active stock and dispensed.
3.1.4. Any preparation found to be of unacceptable quality must be promptly
rejected, clearly labeled as rejected, and segregated from active stock to
prevent use before appropriate disposal.

3.2.Releasing Sterile Preparations

3.2.1. After the completion of a sterile preparation and prior to release, a
pharmacist must verify that all components were used in the correct
quantities and are appropriate for the specific preparation.

3.2.2. The verification of a preparation may be accomplished by verifying

. ingredients as they’re being utilized or via photos taken during the
compounding process and attached to the compounding record.
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Skl

3.2.3.1.

3.232.
3.2.3.3.

If photos are used, they must be clear and include the label of the

product and the quantity utilized (e.g. scale weight, a syringe with
product, beaker with calibrated lines).
3.2.3. The pharmacist verifying the sterile preparation must check:

The name, strength, and dosage form on the preparation’s label

matches the compounding record.

The name and salt form of the API is correct.
The lot numbers for all components are correct.

3.2.3.4. The physical appearance of the preparation (e.g. color, texture,

3.23.5.
3.2.3.6.
3.23.7.
3.2.3.8.

3.2.3.8.1.

uniformity).

endotoxin testing.

3.2.4. If all aspects of the sterile preparation are deemed acceptable, the
preparation may be released into active stock and dispensed.

3.2.5. Any preparation found to be of unacceptable quality must be promptly
rejected, clearly labeled as rejected, and segregated from active stock to
prevent use before appropriate disposal.

4. References
4.1.USP <797> Pharmaceutical Compounding — Sterile Preparations
4.2.USP <795> Pharmaceutical Compounding — Non-Sterile Preparations

5. Attachments

The quantities of ingredients added are within an acceptable range.
Ensure the pH of the product is within range.

The filter integrity test was at or above the manufacture’s minimum.
All analytical testing was performed and within acceptable range.
Release testing includes, at a minimum, sterility, and

5.1.N/A
Current Version | New Version Description of Changes
1.0 1.0 Original Issue
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Draft [ Final

Approved by

This policy implemented on

Reviewer/Date

Reviewer/Date

Reviewer/Date

Annual Policy Review
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State of Utah
Department of Commerce

Division of Occupational and Professional Licensing
ATTN: Citation Ccordinator 1 02685
160 East 300 South } Telephone: (801) 530-6628

P.O. Box 146741 Fax: (801) 530-6511
Salt Lake City, Utah 84114-6741 Website: www.dopl.utah.gov CI I A I ION

1ssuep To: Strive Compounding Pharmacy

DOB: / /nla pL# N/a : ﬁssmsm 4 Y007406 s Y

BusINEss ADDREss: 1275 E Baseline Rd St 104 ¢, Gilbert sTaTE: AZ zip: 89233 - -
BusiNess pHONE: 480-626-4366

susinessemaiL:  Mike@strivepharmacy.com

e —
HOME ADDREss: N/ crry: N/a sTATE: N/a zip: N/a
HOME PHONE: nfa____ HOME EMAIL: /8 : I
iI LOCATION OF oFrense: Strive Compounding Pharmacy
DATE OF OFFENSE: 9 / 16 / 2023 DATE ISSUED: 9 / 22 / 2023
“ QEFENSE CODR DESCRIPTION

"Unprofessional conduct” includes: failing to abide by applicable federal and state law

R156-17b-502(6)

regarding the practice of pharmacy;

rReMArks: Strive Compounding Pharmacy was fou.nd to be compounding for Office Use. On 5/16/2023, the Division

discovered the pharmacy had been dispensing compounded tirzepatide, on multiple occasions, to a clinic in the State of Utah for Office Use.

Federal law 21 USC 353a and 353b only allow for office use compounding if the facility is registered with the FDA as

outsourcing facility. Strive Cornpounding Pharmacy is not registered with the FDA as an outsourcing facility.

— -

*Fine pursuant to R156-17b-402

L

. - /
&ERSON SERVED: 56’/\1\ VIA €ma ! I’ SERVED BY: JO Evans

FINE su750,00 -l CEASE AND DESIST ORDER

TACKNOWLEDGE RECEIPT OF THIS CITATION AND CERTIFY THAT [ ICERTIFY THAT THE INFORMATION IN THIS CITATION
HAVE READ AND UNDERSTAND THE RIGHTS ADVISEMENT CONTAINED * 13 TRUE TO THE BEST OF MY KNOWLEDGE AND BELIEF,
BELOW AND HAVE BEEN PROVIDED A NOTICE OT RESPONSE.

Sent via Ml 1o : G/22/2033
mlkc o) S fn/gpjmi’“mc\((j.fﬂ)"’] / /
RECIPIENT'S SIGNATURE ; DATE INVESTIGATOR'S SIGNATURE ll
READ CAREFULLY b
1. Ifyou wish to contest this citation at a hearing, you must notify the Division in writing within 20 calendar days of receipt. The hearing will be ';

conducted according to Title 63 G, Chapter 4.

2. Ifyoudo not contest the citation within 20 calendar days of receipt, the citation will become a final order of the Division and is not subject to
further agency review.

3. Failure to comply with a final order of the Division is a Class A misdemeanor. The Division may refuse to issue or renew or may suspend,
revoke, or place on probation a license you hold or apply for.

ft
K
)
Al
i RECIPIENT COPY |

4
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/% UTAH DEPARTMENT
@ OF COMMERCE
\% : Division of Professional Licensing

CITATION NOTICE OF RESPONSE

You have 20 days* to either pay the fine or respond as follows:

e Fill out this form & check the applicable box from the options. If preferred, you may type out your
response in an email. Submit your response in either format (along with any attachments) to
fines@utah.gov.

OR

e Pay the fine by scanning the QR code above or by going to www.dopl.utah.gov, then scroll down
to the bottom right side of the page and select the blue “Fines” button. Both
options allow you to submit your response (and other attachments) at the check-out screen.

Citation #: 102685 Date of Citation: 5/22/2023
Name:
Address:
City: State: Zip:
Email: Phone:

The Division must receive a response or payment within 20 calendar days

*If you fail to timely respond or pay the fine, the citation will become the final order of the Division
and may result in denial of future licensure or disciplinary action against a license you currently hold.

1. I admit committing the offense, choose not to contest the citation, and hereby submit the
fine imposed. By doing so, I hereby waive any and all affirmative defenses I may have to
this citation.

2. I admit committing the offense, hereby submit the fine imposed with a written explanation
of the circumstances of the offense and request that the fine be reduced or the sanction be

modified.

3. I admit committing the offense, but I request a pre-citation hearing conference to explain
the circumstances of the offense. (On the back of this form please submit a brief written
explanation of the circumstances of the offense. You will receive a phone call from an
Investigation Supervisor)

4. | deny committing the offense and request a hearing to contest the citation. (On the back
of this form please provide a written response to the alleged citation.)

I certify that I have knowingly and voluntarily made the above election of rights. I understand
that if I request a hearing the Division will notify me in writing and/or email of the hearing date
and that if I fail to appear at the hearing a default judgment will be entered against me.

Signature: Date of Signature:

Department of Commerce ¢ Division of Professional Licensing (DOPL)
e www.dopl.utah.gov ¢ telephone {801) 530-6088 ¢ email: fines@utah.gov v.20221205
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State of Utah & R compounding pharmacy

Department of Commerce

Division of Occupational and Professional Licensing
ATTN: Citation Coordinator

160 East 300 South

P.O. Box 146741

Salt Lake City, Utah 84114-6741

RE: Response to Citation #102685 alleging the dispensing of bulk drug
substances for office use without registering as an outsourcing facility.

This response is in response to Citation #102685 issued by the Utah Pharmacy Board,
alleging that Strive Compounding Pharmacy (“Strive™) was supplying bulk nonpatient-
specific compounded tirzepatide to a Utah clinic for office use. We deny committing the
offense and request a hearing to contest the citation.

We agree with the alleged citation that since Strive is not licensed or registered as an
outsourcing facility under 21 U.S.C. § 353b, the preparation of non-patient specific bulk
substances would be inappropriate and unlawful. However, as a 503A compounding
pharmacy, Strive acts in accordance with 21 U.S.C. § 353a(a) and only compounds drug
products for an identified individual patient for a legitimate medical need based on the
receipt of a valid prescription order. Please see examples of prescription drug orders for
specific patients from a Utah prescribing practitioner for reference in Exhibit A. At no
time did Strive prepare and ship into Utah non-patient specific bulk substances.

With respect to compounded tirzepatide, Strive compounds this drug product into
individual vials that include the necessary drug information on the label. These vials are
then placed into a suitable bag container with the patient specific information attached.
This process is necessary due to the size constraints of the vials themselves and patients
requiring multiple vials per prescription order. Utah Code Ann. § 58-17b-102(22) defines
“[d]ispense” to include placing a prescription drug *...in a suitable container
appropriately labeled...for use by a patient....” Then, Strive sends the compounded drug
product to the prescriber’s office to be given to the specific patients. Under this model,
Strive believed that patients were being shown how to administer the injectable
medication in office and were then sent home with a month supply of the drugs with
proper labeling indicating that Strive dispensed the medication pursuant to a valid
prescription.

Here, the patient-specific compounded drug products at issue were being sent to the
prescriber’s office in accordance with the Utah Pharmacy Act. Specifically, under Utah
Admin. Code R156-17b-603(3)(b). it is the pharmacist-in-charge’s responsibility to
ensure that the prescription drug products are safely and accurately delivered to the
patient or the patient’s agent. In turn, Utah Admin. Code R156-17b-102(48)(b)(i) defines
“patient’s agent” to include an office of a licensed prescribing practitioner. As such, Utah

180.626.4366 180.626 86~ 0 b@strivepharmacy.com

Rd Ste 104 Gilbert, AZ 85233
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"” compounding pharmacy

expressly permits pharmacies to deliver medications directly to the prescribing
practitioner acting as the patient’s agent for specific patient use. Therefore, Strive was
acting in accordance with the Utah Pharmacy Practice Act when it delivered the
compounded drug product to the prescriber’s office. As you know, the pharmacy
completes the dispensing process upon delivery of the prescription drug product to the
patient’s agent.

In an effort to prevent this issue in the future, we plan to advise the Utah prescribing
practitioners who send prescriptions to Strive that the drug products dispensed to their
offices are meant for the specific patients to which the products were prescribed and
should not, under any circumstances, be stored as though they are bulk drug products for
office use. In any event, Strive did not engage in “unprofessional conduct™ under Utah
Admin. Code R156-17b-502(6) by failing to abide by applicable federal and state law
regarding the practice of pharmacy. Indeed, as demonstrated above, Strive did comply
with applicable federal and state laws. Strive did not prepare and ship into Utah non-
patient specific bulk substances. As such, we deny committing the offense alleged in
Citation #102685 and request a hearing to contest the citation.

Respectfully,

Michael Walker, PharmD
Pharmacist-in-Charge
Strive Compounding Pharmacy

-1 480.626.4366 L 180.626. 365 4 _wephamacycom ~ strivepharmacy.com
- ' ' 1275E Bas-eime Rd ;}te 104 Gilbert, AZ 85233 | |
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GOAT AESTHETICS

3561 W 11400 S, SOUTH JORDAN, UT 84095
Phone: 801-676-9755, Fax:
Date: May/23/2023 (03:34:59 PM (CST)

KLARYSA THOMPSON State Lic. UT9037718-4405
KLARYSA THOMPSON
Electronic Prescription Order

Name: Last Name: Middle Name:

Phone: Cell Phone: DOB: -
Address: Address (Cont): Email:

City: State: ur Zip: 84095

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

Ins. Control ) . )

P Ins. BIN: Delivery Type: UPS Next Day Air
Driver's License Driver's License

Number: State:

#1 Tirzepatide/B12 INJ
Strength: 10mg/500mcg/ml (2ml)====
Quantity: 2 ml (two)====
Refills: O====
Directions: Inject 25 units (0.25ml) once weekly. Increase by 5 units weekly to a max of 150 units. If side
effects increase, may decrease by 5 units weekly unil side effects subside then continue titration
schedule.====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 28====
Special instructions: NO NEEDLES====
Date Written: 05/23/2023 (May 23, 2023)====

Ship to: THOMPSON, KLARYSA: 3561 W 11400 S SUITE B, SOUTH JORDAN, UT, 84095, Phone:
801-676-9755 . ====

Special Instructions: - Allergies: No known allergies; - Diagnasis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: KLARYSA THOMPSON Date: May/23/2023 03:34:59 PM (CST)
Signed electronically by: KLARYSA THOMPSON

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #87519820
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GOAT AESTHETICS

3561 W 11400 S, SOUTH JORDAN, UT 84095
Phone: 801-676-9755, Fax:
Date: May/23/2023 03:40:11 PM (CST)
KLARYSA THOMPSON State Lic. UT9037718-4405

KLARYSA THOMPSON
Electronic Prescription Order

Name: Last Name: Middle Name:

Phone: Cell Phone: DOB: -
Address: Address (Cont): Email:

City: State: ut Zip: 84095
Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

Ins. Control . . .

Nubar: Ins. BIN: Delivery Type: UPS Next Day Air
Driver's License Driver's License

Number: State:

#1 Tirzepatide/B12 INJ

Strength: 10mg/500meg/ml (2ml)====

Quanﬁty: 2ml (tWO)====

Refills: O====

Directions: Inject 25 units (0.25ml) once weekly. Increase by 5 units weekly to a max of 150 units. If side
effects increase, may decrease by 5 units weekly until side effects subside then continue titration

Dispensation: Therapeutically equivalent generic drug may be substituted====

Days Supply: 28====

Special instructions: NO NEEDLES====

Date Written: 05/23/2023 (May 23, 2023)====

Purpose: WITH B12 TO PREVENT NAUSEA====

Ship to: THOMPSON, KLARYSA: 3561 W 11400 S SUITE B, SOUTH JORDAN, UT, 84095, Phone:

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: KLARYSA THOMPSON Date: May/23/2023 03:40:11 PM (CST)

Signed electronically by: KLARYSA THOMPSON

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #87513118
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GOAT AESTHETICS

3561 W 11400 S, SOUTH JORDAN, UT 84095
Phone: 801-676-9755, Fax:
Date: May/18/2023 05:28:41 PM (CST)

KLARYSA THOMPSON State Lic. UT9037718-4405
KLARYSA THOMPSON
Electronic Prescription Order

Name: Last Name: Middle Name:

Phone: Call Phone: DOB: P o]
Address: Address (Cont): Email:

City: State: Zip: 84095

Gender: Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

Ins. Control y : .

Nurbar: Ins. BIN: Delivery Type: UPS Next Day Air
Driver's License Driver's License

Number: State:

#1 Tirzepatide/B12 INJ
Strength: 10mg/500meg/ml (2ml)====
Quantity: 4 ml (four)====
Refills: 0====
Directions: Inject 25 units (0.25ml) once weekly. Increase by S units weekly to a max of 150 units. If side
effects increase, may decrease by 5 units weekly until side effects subside then continue titration

Special instructions: NO NEEDLES====

Date Written: 05/18/2023 (May 18, 2023)====

Purpose: WITH B12 TO PREVENT NAUSEA====

Ship to: THOMPSON, KLARYSA: 3561 W 11400 S SUITE B, SOUTH JORDAN, UT, 84095, Phone:
801-676-9755 . ====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: KLARYSA THOMPSON Date: May/18/2023 05:28:41 PM (CST)
Signed electronically by: KLARYSA THOMPSON

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #87401694

StrivePharmacy094
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COLORADO

Department of
Regulatory Agencies

Division of Professions and Occupations

PERSONAL AND CONFIDENTIAL
August 14, 2023

Strive Pharmacy Denver LLC
Attn: Pharmacist Manager
11405 E Briarwood Ave Ste 300
Centennial, CO 80112-3848

Sent via email to: mike®@strivepharmacy.com; Zackery.spears@wilkes.edu

Re: License Number: PD0.1680000218
Case Number: 2023-5699

Dear Pharmacist Manager:

The State Board of Pharmacy (“Board”) has received the attached complaint
regarding the conduct of the Board-registered prescription drug outlet detailed
above, more specifically, a possible violation of the Pharmacists, Pharmacy Business,
and Pharmaceuticals Practice Act. The Board is required by law to investigate this
complaint. It is being sent to you as the pharmacist manager of the above listed
prescription drug outlet. The first step in the process is to obtain your response to
the allegations raised in the complaint. At this point, no assumption has been made
about the truth or validity of any information provided to the Board.

Please provide a written response to the enclosed materials as they pertain to the
allegations made in the complaint and provide any pertinent supporting
documentation within 10 days of the date of this letter. An earlier response may
expedite the Board’s review of this matter. To facilitate an efficient and timely
review, please type your response. If this is not possible, please legibly print your
response. Be sure to include the case number listed above on all correspondence.

We encourage you to respond electronically. Please submit the response to
dora_pharmacyboard@state.co.us. The subject line should include your name and
case number. If corresponding via mail or fax, your response should be returned to
the complaint specialist at the address indicated below.

It is the policy of the Board to copy your attorney on all correspondence in order to
assure that your attorney is aware of developments in.your case. If you are
represented by an attorney in this matter, please provide your attorney’s contact
information to the Board in writing. If the Board already has your attorney’s contact
information, your attorney’s name should be identified below as a carbon copy or
“cc,” indicating that a copy of this letter was sent to that attorney. If at any time it
appears that the Board does not have the correct information regarding your legal
representation, please update the Board and provide your attorney with a copy of all
correspondence from the Board.

1560 Broadway, Suite 1350, Denver, CO 80202 P 303.894.7800 F 303.894.7693 www.dora.colorado.gov/professions

StrivePharmacy098




We strongly encourage you to begin preparing your response to the complaint as soon
as possible, as extensions to the ten day response time will not be granted except in
very limited circumstances. Additionally, if you choose to be represented by an
attorney, please contact him or her immediately. A delay in doing so will not be
grounds for an extension.

Following receipt of your response, the Board will review the complaint and your
response thereto. The Board will then determine what further action, if any, is
warranted. Please note you will be advised in writing of the Board’s disposition of
this complaint.

Thank you for your cooperation and prompt attention to this matter. If you have any
questions, please contact me at dora_pharmacyboard@state.co.us or (303) 894-7800.
Sincerely,

FOR THE COLORADO STATE BOARD OF PHARMACY

Drhitry Kunin

Senior Program Director

Colorado Pharmacy Board

Enclosures: Q&A Brochure
Complaint

1560 Broadway, Suite 1350, Denver, CO 80202 P 303.894.7800 F 303.894.7693 www.dora.colorado.gov/professions
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COLORADO

Department of
Regulatory Agencies

Division of Professions and Occupations

BOARD/PROGRAM State Board of Pharmacy
INVESTIGATOR Chris Gassen
CASE NUMBER [ 2023-5699 | DATE OF MEMORANDUM | 8/11/23

RESPONDENT INFORMATION
Name [ Strive Pharmacy Denver, LLC

LICENSE TYPE | LICENSE # STATUS | FIRST ISSUED | EXPIRATION METHOD
PDO 168-218 Active 8/11/20 10/31/24 Original
[ RESPONDENT ATTORNEY | |

[ COMPLAINANT INITIALS | Anonymous ]

Sy 0 0°0000

On 8/10/23, staff from the State Board of Pharmacy referred to the Office of Investigations and
Inspections a request to investigate a complaint (Attachment 1) received from an anonymous source
which alleged that Stride Pharmacy Denver, LLC is “Dispensing compounded medications to medical
offices for the office to dispense or administer in office. Dispensing compounded semaglutide salt forms
and other peptides that are not FDA listed.” .

On 8/11/23, | visited Stride Pharmacy Denver, LLC, 11405 E. Briarwood Ave, Ste 300, Centennial, CO
80112 and spoke with Zackery Spears (PHA 23051), who currently is and has been the pharmacist manager
of this pharmacy since 2/6/23. Detailed below is what | was able to determine:

» Between at least 1/1/23 and 3/1/23, this pharmacy has dispensed numerous compounded
preparations containing semaglutide sodium salt as detailed in a usage report generated by this
pharmacy (Attachment - 2).

e While Mr. Spears contends that all semaglutide salt preparations were dispensed pursuant to
valid, patient-specific prescription orders, neither Mr. Spears nor | could locate any prescription
orders on file at this pharmacy for the transactions detailed in Attachment - 2. This is a violation
of Board Rules 11.01.00, 11.02.00(a)(3) and 11.04.10 and section 12-280-126(1)(c)(l), (II) and (lIl)
and (k), C.R.S.

1560 Broadway, Suite 1500, Denver, CO 80202 P 303.894.7599 F 303.894.5940 www.colorado.gov/dora/dpo
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While this pharmacy procured the semaglutide sodium salt from Biopeptek Pharmaceuticals, LLC,

5 Great Valley Pkwy, Ste 100, Malvern, PA 19355 in at least January 2023 and February 2023[ |
(Attachments - 3, 4, 5 and 6) in addition to various other prescription drugs between at least‘
January 2023 and June 2023, Biopeptek Pharmaceuticals, LLC is not registered by the Board to
distribute prescription drug products into Colorado. This is a violation on the part of the‘
pharmacy pursuant to Board Rules 1.00.24 and 7.00.30(b) and section 12-280-126(1){c)(l), {II)
and () and (k), C.R.S., and is a violation on the part of the unregistered wholesaler pursuant to
Board Rule 15.01.00(b) and section 12-280-303 and 12-280-307, C.R.S. Please also see Boar,d
Policy 10-1 (section C}, Board Policy 10-6 (section 11) and Board Policy 30-10.

In addition, it does not appear the semaglutide sodium salt is FDA-approved or is otherwise
compliant with Board Rule 21.10.60 to be used as a component in compounding preparations.

Moreover, the FDA stated the following (Attachment - 7) regarding the use of semaglutide salt:

“FDA has received adverse event reports after patients used compounded semaglutide.

Patients should not use a compounded drug if an approved drug is available to treata
patient. Patients and health care professionals should understand that the agency does not
review compounded versions of these drugs for safety, effectiveness, or quality,

Additionally, FDA has received reports that in some cases, compounders may be using salt
Jorms of semaglutide, including semaglutide sodium and semaglutide acetate. The salt
Jorms are different active ingredients than is used the approved drugs, which contain the
base form of semaglutide. The agency is not aware of any basis for compounding using the
salt forms that would meet the FD&C requirements for types of active ingredients that can
be compounded. On April 27, 2023, FDA wrote to the National Association of Boards of
Pharmacy expressing the agency’s concerns with use of the salt forms in compounded
products.”

According to Mr. Spears, this pharmacy is not making a duplicate of the FDA-approved
manufactured semaglutide version because it adds vitamin Bé or B12 to the semaglutide in a
troche dosage form (whereas the FDA-approved manufactured version does not contain a vitamin *
and is made in a tablet form). In addition, while this pharmacy is still compounding preparations
using semaglutide to this day, it stopped using the salt version after March 2023. Nevertheless,

it appears that the information from the FDA in Attachment - 7 would still apply due to adverse
event reports.

While Board Rule 21.11.00 requires all compounding records to be uniform, this pharmacy,‘f
maintains the required “elements of a compounding record within multiple windows of jits
computer system. For instance, for me to examine the required elements of a compoundmg
record, | would have to click through various windows to obtain the source, lot number and
expiration date of each ingredient used and another window to obtain the assigned beyond-use
date.

oy
N
—
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During my visit at this pharmacy, | conducted an inspection (Attachment - 8). 1 found tr}ﬁa\a ’
1

1.

10,

it.

Please obtain semaglutide and other prescription drugs from Board-registered sources. |
See examples where it appears the product is being obtained from a source not registered
with the Board.

foliowing: ! ]t

While it appears that numerous compounded preparations for semagutide sodium salt
have been dispensed from this pharmacy in 2023, neither the pharmacist manager nor'l
could find any orders for any of the dispensing transactions.

Compounding records shall be uniformly maintained and contemporaneous. i

Please label compounded made in advance of immediate need in accordance with Rule
21.11.10. See hundreds of examples. This is a violation of Board Rule 21.11.00. This
was also noted on the 11/29/21 inspection (Attachment - 9).

o
Invoices shall be filed in one of three separate sets of files (C-1l, C-lll-V and Rx). Sée \
numerous examples in 2023, This is a violation of Board Rules 11.01.00 and 11.06.40 and
section 12-280-126(1)(c)(1), (1) and {lll} and (k), C.R.S. | i
The new pharmacist manager did not conduct a change of pharmacist manager controlied
substance inventory. This is a violation of Board Rules 7.00.20{b) and section 12- 280-
126(1)(c)(D), (1) and (lll} and (k), C.R.5. |

Please file orders in one of three separate sets of files (C-1l, C-llI-V and Rx). See
examples. This is a violation of Board Rules 11.01.00, 11.02.00(a)(3) and 11.04.10 and
section 12-280-126{1)(c)(1), (1) and (1ll) and (k), C.R.S. "l ’

Please do not store drug products directly on the floor. This is a violation of Board Rules
21.10.30 and 21.10.65 and section 12-280-126(1)c)}(]), (I) and (I} and (k), C.R.5. !

Refrigerator and freezer temperatures shall be recorded each day. There are no readmgs y
recorded on Saturdays and Sundays. This is a violation of Board Rule 5.01.31(j) and (k) [
and section 12-280-126(1){c){1), (1) and ([} and (k), C.R.S. This was also noted on the I
11/29/21 inspection (Attachment - 9). : |l

Please be able to generate, upon request, a readable daily printout in accordance w1th
Rule 11.04.20. Currently, there is no apparent order issuance date, and other requ1red
information is unreadable. REPEAT DEFICIENCY OVER THE LAST 3 CONSECUTIVE
INSPECTIONS.  This was also noted on the 11/29/21 inspection (Attachment - 9) and 1, ;
12/20/22 inspection (Attachment - 10) and, as such, is subject to potent1al Board
discipline pursuant to Board Policy 30-16. i
1 t
The pharmacist manager shall review, date and sign the compounding policy and; |
procedure manual within 30 days of assessing the duty in February 2023. This is @
violation of Board Rules 7.00.20(j) and 21.10.10(a) and section 12-280-126(1){c)(I), (I[)
and (1) and (k), C.R.S. This was also noted on the 11/29/21 inspection (Attachment - ' !

9).. b
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The Board may wish to consider the following citations:

REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG
REG

1.00.24 CRS  12-280-126(1)(c)(1), (I1) and (IIl)
5.01.31(j) CRS  12-280-126(1)(k)

5.01.31(k)
7.00.20(b)
7.00.20(j)
7.00.30(b)
11.01.00
11.02.00(a)(3)
11.04.10
11.04.20
11.06.40
21.10.10(a)
21.10.30
21.10.60
21.10.65
21.11.00
21.11.10

AN

‘ Con.\&[;lalr'\t:

Usage Report

Biopeptek Pharmaceuticals, LLC Invoice

Biopeptek Pharmaceuticals, LLC Invoice

Biopeptek Pharmaceuticals, LLC Invoice

Biopeptek Pharmaceuticals, LLC Invoice

FDA Advisory

8/11/23 Inspection Report

11/29/21 Inspection Report

0. 12/20/22 Inspection Report

CeL

Reviewer’s Initials

b,

ot
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7/28/23, 1:35 PM Complaint - Strive Pharmacy Denver LLC, PDO.1680000218

Compia]ﬁt TSR méz:ymf)ewnver LLC,PD B o B e s S

Name

Respondent
Name
Strive Pharmacy Denver LLC

Address

11405 E Briarwood Ave Ste 300
Centennial, Colorado 80112-3848
United States

E-mail
mike@strivepharmacy.com

Work Phone
(303) 953-4533

License Number

PDO.1680000218

Complainant
Name

Address

Anonymous
Yes

_Online Complaint - Complaint Form o
Division of Professions and Occupations | Online Complaint Form

Thank you for taking the time to file a complaint with the Division of Professions and Occupations. We realize that at times this may be difficult
and some subject matters may be hard to discuss. Answering fully and completely all of the questions in this complaint form will provide the
Division the best possible opportunity to review and determine if any allegations are a violation of the particular practice act. Please make sure
to document as much as possible about the incident(s) so that we can help.

We encourage you to include your name and contact information with your complaint so we may ask follow up questions and confirm additional
information. While much of what we need is included in the below, each complaint and allegation is unique and many require additional
communication with you to ensure we collect everything. However, if you have chosen to file anonymously, we still appreciate the time you have
taken and will work to determine appropriate actions based on what you provide below.

Before starting your complaint, we recommend that you review the Complaint FAQ Information so you have a full understanding of what
occurs when a complaint is filed, what the program will do, what information is disclosed to the person or entity being filed against and other
important information. The person or business that you file your complaint against will typically be provided with a copy of the complaint and all
other documentation you provide. If you provide any contact information, anywhere on this form, like your name or contact address, your
complaint will not be treated anonymously regardless of selections on the previous page.

Please be prepared to complete the complaint fully and submit as you will not be able to return and finish the complaint if you leave the form
before submitting. Depending on your situation this process can take between 10 - 30 minutes, or possibly more for an extensive submission.

1. Did you select "File Anonymously" on the previous page?
If "Yes" then you will not be required to complete the contact information questions below. However, it is important to note, that complaints filed anonymously
have a more difficult time having a case initiated and are more difficult to investigate because there is frequent need for more information and communication

from the board. If you selected "File Anonymously” on the previous page and wish to change your response, you may do so here by selecting "No" and
entering your contact information.

Yes

« If you said "No" to File Anonymously, please enter your full name:

« If you said "No" to File Anonymously, please enter your contact phone number:

hitps://apps.colorado.gov/doraflicensing/SnapshotViewer.aspx?qabid=6218558&key={D62B6A98-278B-4241-A561-B6700FE72A8E}&uid=1257 1/3
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7/28/23, 1:35 PM Complaint - Strive Pharmacy Denver LLC, PDO.1680000218

« If you said "No" to File Anonymously, please enter your contact email address:

5. Are you filing this complaint on behalf of someone else?
No

« If you said "Yes" you are filing on behalf of someone else, please enter their full name, your relationship to them and the year of birth of
that person:

7. Enter the date(s) of the incident(s). If the incident occurred multiple times, please separate all dates by a comma:
07/24/2023

8. Please provide a description of the event(s) that occurred to you. Make sure to be as detailed as possible and include locations where
appropriate. If you need more space you may upload a document with additional description in the following question:

Dispensing compounded medications to medical offices for the office to dispense or administer in office. Dispensing compounded
semaglutide salt forms and other peptides that are not FDA listed.

« If you need more space or have additional information to provide, please upload documentation of your description of the event(s) that
occurred to you. Make sure your document is as detailed as possible and includes any dates or locations as appropriate:

Select the "Choose File" button to search for the scanned document(s) on your computer. After deciding which document to use, select
the "Upload Document” button to complete uploading the document(s).

10. Were there any witnesses to the event(s) that occurred to you? This would include other professionals, family members, other clients, etc.
No

1.

« |f you said "Yes" above, please enter the name(s) and contact information (phone number and email address as available) of the
witness(es) below:

12. Have you filed any of the below regarding the event(s)?:
« A police report or law enforcement
« A complaint with another office/agency
« An Expert Review or third party investigator

No

13.

« If you said "Yes" above, please enter the name(s) and contact information (phone number and email address as available) of the
investigator(s)/expert(s) AND any case number(s) you may have related to the investigation:

14. Have you retained an attorney regarding the event(s)?
No

15.

« Ifyou said "Yes" above, please enter the name(s) and contact information (phone number and email address as available) of the
attorney(s) representing you:

16. Do you have any additional documentation you can provide to the Division that would be helpful to us in investigating your complaint.
These documents can include but are not limited to:

+ Police Reports

« Medical Records
« Witness Statements

hitps://apps.colorado.gov/doraflicensing/SnapshotViewer.aspx?qabid=6218558&key={D62B6A98-278B-4241-A561-B6700FE72A8E }&uid=1257 213
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7128/23, 1:35 PM Complaint - Strive Pharmacy Denver LLC, PDO.1680000218

« Letters or Other Correspondence
« Contracts
« Photos of Incident(s)

Select the "Choose File" button to search for the scanned document(s) on your computer. After deciding which document to use, select the
"Upload Document" button to complete uploading the document(s).

17. Please enter today's date to serve as your complaint submission date:
07/27/2023

‘Online Complaint - HEALTHCARE Release Foom
Division of Professions and Occupations | Authorization to Release Medical Records

Please complete the information on the following pages. All questions with a red asterisk (*) are required unless otherwise noted.

18. By selecting "Yes" below, you authorize the release of medical records and information pertaining to the client/patient provided by any
treating health care provider, hospital, pharmacy or other facility. The records and information may be released to the Department of Regulatory
Agencies (DORA) and investigators of the Division or Professions and Occupations (DPO) and others directly involved in the review process.

By authorizing the of release of medical records you agree that:

« You understand this authorization is voluntary;

« You understand that the release of these records and this information is for the purpose of investigation and proceedings involving
issues relating to the complaint | have submitted to DORA and may include my personal records;

. You further consent to the use of these records in a criminal investigation or proceeding by any law enforcement agency against the
Health Care provider who is the subject of my complaint; AND

. You understand that DORA may use its subpoena authority to obtain records it deems necessary to investigate the complaint.

Additionally, you understand that this release DOES NOT INCLUDE records of identity, diagnosis, prognosis or treatment maintained in
connection with the performance of any program or activity relating to alcoholism or alcohol abuse education, training, treatment, rehabilitation,
or research, which is conducted, regulated, or directly or indirectly assisted by any department or agency of the United States.

IMPORTANT NOTICE: An answer of "No" DOES NOT limit the Division's authority to obtain documents, however, it may delay the investigation of your
complaint.

Yes

19.

« If you said "Yes" above, AND you are filing this complaint on behalf of someone else, you agree that you have the authority to authorize
the release of these records by selecting one of the options below :

20.
-~ If you selected "Legal Power of Attorney" above, please provide a copy of the legal document(s) showing your power of attorney.

Select the "Choose File" button to search for the scanned document(s) on your computer. After deciding which document to use, select
the "Upload Document" button to complete uploading the document(s).

'Review - Online Complaint et - e e
It's a good idea to print this screen for your records as after you submit your complaint you will not be able to access it again. To do so follow the
below steps:

« Select the "Print Review" button in the upper right hand corner of this page

. The Print Review window will open in a new browser tab. In that window select "Print" and your document will print to your selected
printer.

« After printing, close the Print Review browser tab.

After you close the Print Review tab, you will be returned to this page and can complete your submission.

https://apps.colorado.gov/dorallicensing/SnapshotViewer.aspx?qabid=621 85588key={D62B6A98-278B-4241-A561-B6700F E72A8E}&uid=1257 313
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PACKING SLIP

Biopeptek Pharmaceuticals, LLC.

Your reliable peptides partner CUSTOMER ID: 208001
5 Great Valley Parkway, Suite 100 Ship To:
Malvern, PA 19355 Strive Pharmacy (Colorado)
Phone: 1-800-123-4567 (toll free) ATTN: Christina
Fax: 1-800-121-4567 11405 E Briarwood Ave Ste 300
Email: info@biopeptek.com Centennial, CO 80112
Notes: Overnight Ice
1) All peptide prices include HPLC and MS analysis.
2) 100% quality satisfaction guarantee with each order.
3) A Certificate of Analysis will be provided with each peptide.
PONUMBER | SHIPVIA | . . PACKINGID . . SHIP DATE
P001/05/2023 UPS 1ZA72W251339393331 1/9/2023
525 ORDERID: s M| CATALOG NO.] .« 6r 7 -a - 0L S DESCRIPTION & i3 & bl L2 SN Quantity
Semaglutide Sodium salt
BPT90002079-76 IM78 lg

(o4 CIMT%20221 211 NoC 11052-0C5/ -0

Exp-

I’L/l(i/ 24 * \\\\(7,?9

(5=

Biopeptek Pharmaceuticals, LLC 5 Great Valley Parkway Suite 100 Malvern PA 19355

www.biopeptek.com Tel: 610.643.4881 Fax: 610.910.3487
StrivePharmacy113




(6 topeptek

CERTIFICATE OF ANALYSIS

Reference document :  BPT-QC-S50P-1182
Product Name Semaglutide Sodium salt
CAS No. 910463-68-2
Molecular Formula C,57H291NusOse
Lot No. GIM7820221217
IHis-Aib-Gtu‘GIy-m-Ph&Th:-Sa-Asp-Vul-Scr—Sﬂ-Tyr-Leu-Olu-GIy-GEn-Ah-Ah—Ly:(PEGZ-
S PEG24y-Glu-17-carboxybeptadecanoy)-Glu-Phe-lio-Als-Trp-Leu-Val-Arg-Gly-Arg-Oly
Modifications None
s Conditions For less than 6-month storage, the recommended condition is2-8C;
o i For longer term (> 6-month) storage, the recommended condition is minus 20°C.
Test Items |Specifications Results Method
2 . White to off-white powder
Appearance White to off-white powder (Conforms) BPT-QC-SOP-1182
Molecular Weight (MS) 4113.6x1.0Da 4114.4Da BPT-QC-SOP-1182
Identification The retention time of the major peak
Retention Time (HPLC) of the sample solution corresponds to Conforms BPT-QC-SOP-1182
that of the standard solution.
>98.0% BPT-QC-SOP-1182
Total Impurities(%)<2.0%
Assay Related Substances (HPLC) Largest Single Impurity(%)<1.0% 0.4% BPT-QC-SOP-1182
Peptide Content (HPLC) 285.0% 93.4% BPT-QC-SOP-1182
Sodium ion (IC) <4.0% 1.2% BPT-QC-SOP-1182
: g BPT-QC-SOP-1182;
| gﬁ; : USP<921>
Specific Tests " |
Acetonitrile<0.041% 0.025%
Residual Solvent (GC; HPLC) Trifl tic<0.500% ND BPT-QC-SOP-1182
Bacterial Endotoxins (Gel-clot y BPT-QC-SOP-1182;
Method) arais RS USP<85>
Condiaiion This batch is tested and conformed to Specification and Analytical Procedure of BPT-QC-SOP-1182;
Results: @comply with/ COdo not comply with specifications
Dateof Mg |17 Dec 2022 Date of Exp 16 Dec 2024
Date of Test 20 Dec 2022 Date of Release |20 Dec 2022
al
lic bl

Quality Control: Yang Xu ;‘rmg Xu

Quality Assurance: Yongna Zhao

keviewed

Corporate headquarters: $ Great Valley Parkway. Suite 100 Malvern, PA 19355, U.S.A Tel: 610.643.488

1 Dz 2022,

Biopeptek Pharmaceuticals,LLC.

Manufuctured and Packaged at the FDA registered facility: 218 Shuangyuan Road, Chengyang, Qingdao, Shandong
The peptide is chemically synthesized

il

biopeptek.com

266000, China (CHN)

StrivePharmacy114
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PACKING SLIP

Biopeptek Pharmaceuticals, LLC.
Your reliable peptides partner

5 Great Valley Parkway, Suite 100

Malvern, PA 19355

Phone: 1-800-123-4567 (toll free)

Fax: 1-800-121-4567

Email: inffo@biopeptek.com

Notes: Overnight Ice

1) All peptide prices include HPLC and MS analysis.
2) 100% quality satisfaction guarantee with each order.
3) A Certificate of Analysis will be provided with each peptide.

CUSTOMER ID: 208001

Ship To: :
Strive Pharmacy (Colorado)
ATTN: Christina

11405 E Briarwood Ave Ste 300
Centennial, CO 80112

© PO NUMBER™ [ " SHIPVIA 7 71 el ianes i| SHIPDATE
P002/10/2023 UPS 2/13/2023

" ORDERID " |CATALOGNO] T Quantity -
BPT90002089-07 IM78 @
iale

2900

Biopeptek Pharmaceuticals, LLC 5 Great Valley Parkway Suite 100 Malvern PA 19355
www.biopeptek.com Tel: 610.643.4881 Fax: 610.910.3487

StrivePharmacy115
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CERTIFICATE OF ANALYSIS
Reference document BPT-QC-SOP-1182
Product Name Semaglutide Sodium salt
,CAS No. 910463-68-2
,Molenhr Formula CrarHz91NisOss
Lot No. GIM7820230202
|His-Aib-Glu-Gly-Thr-Phe-Thr-Ser-Asp-Val-Ser-Ser-Tyr-Leu-Glu-Gly-Gln-Ala-Ala-Lys(PEG2-
Sequence PEG2-y-Glu-17-carboxyheptadecanoyl)-Glu-Phe-Tle-Ala-Trp-Leu-Val-Arg-Gly-Arg-Gly
Modifications None
. For less than 6-month storage, the recommended condition is 2-8C;
e, e For longer term (> 6-month) storage, the recommended condition is minus 20°C.
Test Items Specifications Results Method
’ e White to off-white powder 1182
Appearance White to off-white powder Condigms) BPT-QC-SOP
Molecular Weight (MS) 4113.6+1.0Da 4114.4Da BPT-QC-SOP-1182
Identification The retention time of the major peak e
: Retention Time (HPLC) of the sample solution corresponds to |Conforms BPT-QC-SOP-1182
that of the standard solution.
Purity (HPLC) >98.0% 199.6% BPT-QC-SOP-1182
Total Impurities(%)<2.0% - 10.4% &
Assay Related Substances (HPLC) Largest Single Impurity(%)<1.0% 0.2% |BPT-QC-SOP-1182
Peptide Content (HPLC) >85.0% 93.1% BPT-QC-SOP-1182
Sodium ion (IC) <4.0% 2.1% BPT-QC-SOP-1182
; BPT-QC-SOP-1182;
N Water Content (Karl Fischer) [<8.0% 4.5% USP<921>
Specific Tests ;
= | Acetonitrile<0.041% 0.002%
Residual Solvent (GC; HPLC) Trifl ic<0.500% ND B?T-QF:\SOP-I 182
Bacterial Endotoxins (Gel-clot <10BU/ BPT-QC-SOP-1182;
Method) T Fonfsmis USP<8s>
Cinidin This batch is tested and conformed to Specification and Analytical Procedure of BPT-QC-SOP-1182;
Results: {Acomply with/ Odo not comply with specifications
Dateof Mfg |02 Feb 2023 Date of Exp 01 Feb 2025
Dateof Test |07 Feb 2023 ' 5]
e of Tes! Les Shev Date of Release |07 Feb 2023 Vﬂm i
i F T
Quality Control: Lei Zhou 0] Teb o Quality Assurance; Yongna Zhao &) T&b )8
Revie wed Biopeptek Pharmaceuticals,LLC. AP Prov ‘ed

Corporate headquarters: 5 Great Valley Parkway. Suite 100 Malvern, PA 19355, U.S.A Tel: 610.643.4881 www.biopeptek.com

Manufactured and Packaged at the FDA registered facility: 218 Shuangyuan Road, Chengyang, Qingdao, Shandong 266000, China (CHN)
The peptide is chemically synthesized

Str'ivePharmacy1 16
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COLORADO

Department of
Regulatory Agencies
Diwision of Professions and Occupations

1®

THE COLORADO STATE BOARD OF PHARMACY
1560 Broadway, Suite 1300, Denver, CO 80202-5146
303-894-7800 FAX 303-894-7692  V/TDD 303-894-7880

PRESCRIPTION DRUG OQUTLET INSPECTION REPORT

PDO Name Strive Pharmacy Denver, LLC

Date of Inspection: 8/11/23

Registration No_168-218

Time In/Out: /

Expiration Date 10/24

Address 11405 E. Briarwood Ave, Ste 300 City Centennial Zip 80112
Pharmacist Manager Zackerv Spears Lic No 23051 Email
RPH on Duty Lic No Email
Physical/Postings Compliant?|mmunizations Compliant?
5.01.31b&c: Clean, sanitary, adequate space N/A 19.01.10: Authorization, ACPE training, CPR N/A
5.01.31d,f&g: Hot & cold water, frig & freezer N/A 19.01.40: Administration records N/A
5.01.50: Pharmacy security N/A 19.01.50: Off-site administration N/A
CRS 12-280-122:RPH/tech ratio_____ nametags N/A
CRS 12-280-118:Licenses and registrations Non-Sterile Compounding
posted N/A
11.08.00, 7.00.30b: Employee list, tech posting 21.10.10: P&P Manual annual
N/A review. N/A
5.01.31L: Prior inspection # deficiencies N/A 21.10.20: Training of personnel N/A
3.00.51: Initial interpretation and final 21.10.60: Components-expiration dating
evaluation N/A N/A
23.00.60: PDMP notice, 20.00.70; CPP notice N/A 21.10.90: Formulation records N/A
5.01.31h: Professional reference library N/A 21.11.00: Compounding records/labeling N/A
21.10.80: Beyond use dating, studies on site N/A
Recordkeeping
11.03.00: CS Inventory date Central Prescription Processing/Remote Pharmacy
N/A "~ lpractice
11.06.00: ClI, CllI-V, RX drug receipts dated N/A 20.01.20 &2_6.00.20: Policy and procedure N/A
manual, written agreements ___
11.06.05: Receipts from registered sources N/A 20.00.90: Records of receipt/delivery N/A
11.07.20: Casual Sale records N/A 3.00.90e: Return to stock records N/A
11.07.10: Floor stock distribution N/A N/A
11.04.20: Daily printouts N/A Prepackaging/Labeling/Return Drug N/A
3.00.90b: RTS records N/A 3.01.20: Prepack labeling and records N/A
25.00.16: SPDO: CS inv., distribution, use N/A 3.01.22: Automated cassette labeling & N/A
records records
27.00.30: HSP: CS inv., records of distribution N/A 3.03.00: Customized medication packages N/A
3.00.80: Return for dispensing or donation N/A
Dispensing 21.00.20: Casual sale of compounded AR
products
11.04.10: Hardcopy of order filed appropriately N/A
Cll orders reviewed: N/A  |Drug Therapy Management
CIll-V orders reviewed: 6.00.40: General authorization
N/A~ | blan/protocols N/A
RX orders reviewed: N/A 6.00.30: Pharmacist qualifications N/A
2.01.53: Required order transfer information N/A 6.00.60: Recordkeeping N/A
2.01.10: Information to appear on each order N/A
3.00.55: Prescription flavoring N/A  [E-kits
Dispensing errors/valid prescription orders N/A 10.00.40: Labeling & contents of kit N/A
Prescription labeling N/A 10.00.71: Removal and replacement of med N/A
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PRESCRIPTION DRUG OUTLET INSPECTION REPORT I
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Page 2 of 3

Strive Pharmacy Denver, LLC Zackery Spears

PDO Name Pharmacist Manager . ||
: =
O
Sterile Compounding W
P

Risk Level Compliant?|Cytotoxic Drug Preparation Compliant?
Low- greater than 12 hr BUD N/A 5.01.31: Cytotoxic compounding reference HONPA
Low - less than 12 hr BUD/ N/A 21.22.10a: 150 7, physically separated, [ b

Radiopharmaceuticals negative pressure [i N/f"

Medium N/A 21.22.10b: Appropriate PPE H Ihtl f{k l
High N/A 1 | i
Sterile Product Packaging inl
Policy and Procedure Manual/Reference 3.01.30c: P&P Manual annual review 1 N/A |
21.20.30: P&P Manual annual review N/A 3.01.30d: Didactic and experiential training  |1i INVA |
5.01.31h: Sterile compounding reference N/A 3.01.30h: Apprapriate BUD ONVA |
3.01.30i: Recalls 1NZA
Environmental/Equipment :1 ’ [ l
21.20.70a: 1SO area certification date N/A  |Casual sale/distribution W
21.20.60c: Cleanroom surfaces compliant N/A 21.00.20a: Distribution to in-state ;| ) ;,A {
hospital/practitioner for administration P
21.20.70d: Airborne microorganism testing N/A 21.00.20b: Distribution no more than 10% I N/A |
21.20.70f: Pressure differential recorded daily N/A 21.21.70: Labeling of distributed CSPs L N/A
21.20.80: Daily, weekly, monthly cleaning N/A i | E
21.21.20: Daily ACD accuracy assessments N/A |Radiopharmaceuticals ;l o |
Compounding: YES NO W0
Personnel training 12.00.40: Nuclear Pharmacist training T ONVA
21.20.50: Didactic/media fill testing N/A 12.00.32: Professional reference library ONZA !
21,20,70¢e; Glove fingertip sampling performed N/A 12.00.45: CDPHE Radioactive materials license |i| N/A |
12.00.70c: Labeling of radiopharmaceuticals i NYA !
Recordkeeping/Labeling 12.00.71: Dispensing records - filed by date |, N7A|
21.21.50: Formulation records N/A 12.00.72: Distribution records: up to 10% I NfAL
21.21.60: Compounding records N/A d o
21.21.40: Beyond use dating N/A !
21.21.70: Labeling of dispensed CSPs N/A T
' | ‘ o
High Risk Compounding/Extended BUD ¥ g
21.21.30c: Sterility testing N/A ) oo
21.21.30d: Endotoxin testing N/A N
21.21.40d: Lab testing of product stability, N/A j !
potency bl
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PRESCRIPTION DRUG QUTLET INSPECTION REPORT -
Strive Pharmacy Denver, LLC

| —— | ———

Zackery Spears

PDO Name Pharmacist Manager,

|
1. Please obtain semaglutide and other prescription drugs from Board-registered sources. See examples where it | L
appears the product is being obtained from a source not registered with the Board. ‘

2. While it appears that numerous compounded preparations for semagutide sodium salt have been dispensed: from
this pharmacy in 2023, neither the pharmacist manager nor | could find any orders for any of the dispensing
transactions.

3. Compounding recards shall be uniformly maintained and contemporaneous. | .

1
4. Please label compounded made in advance of immediate need in accordance with Rule 21.11.10. See hundredg of
examples. |

5. Invoices shall be filed in one of three separate sets of files (C-1l, C-llI-V and Rx). See numerous examples in 2023.;
6. The new pharmacist manager did not conduct a change of pharmacist manager controlled substance invent?ry."
- ¥

7. Please file orders in one of three separate sets of files (C-Il, C-lll-V and Rx). See examples.

8. Please do not store drug products directly on the floor. "

i

i

]

|

|

|
9. Refrigerator and freezer temperatures shall be recorded each day. There are no readings recorded on Saturdays E
and Sundays. | ;
y

il —
—

10. Please be able to generate, upon request, a readable daily printout in accordance with Rule 11.04.20. Curren
there is no apparent order issuance date, and other required information is unreadable.
REPEAT DEFICIENCY QVER THE LAST 3 CONSECUTIVE INSPECTIONS.

|
|
|
11. The pharmacist manager shall review, date and sign the compounding policy and procedure manual within. 30 ‘days
of assessing the duty in February 2023. T

Tier 3 |

Pursuant to CRS 12-280-108, the Colorado State Board of Pharmacy has the authority to 1nspect all
registered outlets and investigate violations of the Board’s Rules and Regulations, CRS Title 12, 280
of the Pharmacists, Pharmacy Business, and Pharmaceuticals Act; and the CRS Title 18, Art1cle 185
of the Uniform Controlled Substance Act of 1992 |

I ACKNOWLEDGE THAT THE CONTENTS OF THIS INSPECTOR’S SIGNATURE 1
INSPEZTION REPORS HAVE BEEN EXPLAINED TO ME. ==/ P _ |
A 8/11/23 | 'GTHER INSPECTORS PRESENT: E
PHARMACIST'S SIGNATURE DATE
Rev SEPT 2019
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o @ COLORADO THE COLORADO STATE BOARD OF PHARMACY

N | e cids 1560 Broadway, Suite 1300, Denver, CO 80202-5146
Drvision of Professions and Occupations 303-894-7800 FAX 303-894-7692  V/TDD 303-894-7880
PRESCRIPTION DRUG OUTLET INSPECTION REPORT
fl=ar Form
Date of Inspection: 11/29/21 Time In/OQut: 9:15am _/ 12:00 pm
PDO NameJStrive Pharmacy Registration No_168-218 Expiration Date
Address 11405 E. Briarwood Ave. - Ste. 300 City Centennial Zip 80112
Pharmacist Manager_Joseph Sandahl Llc No23395 Email
RPH on Duty Same. Lic No Email Colorado@strivepharmacy.com
Physical/Postings Compliant?Immunizations Compliant?
5.01.31b&c: Clean, sanitary, adequate space YES 19.01.10: Authorization, ACPE training, CPR N/A
5.01.31d,f&g: Hot & cold water, frig & freezer NO 19.01.40: Administration records N/A
5.01.50: Pharmacy security YES 19.01.50: Off-site administration N/A
CRS 12-280-119:RPH/tech ratio_1:2 nametags YES
CRS 12-280-116:Licenses and registrations Non-Sterile Compounding
posted YES
11.08.00, 7.00.30b: Employee list, tech posting NO 21._10.10: P&P Manual annual NO
review
5.01.31L: Prior inspection 0 # deficiencies NO 21.10.20: Training of personnel NO
3.00.51: Initial interpretation and final 21.10.60: Components-expiration dating
evaluation YES YES
23.00.60: PDMP notice, 20.00.70; CPP notice NO 21.10.90: Formulation records YES
5.01.31h: Professional reference library YES 21.11.00: Compounding records/labeling NO
21.10.80: Beyond use dating, studies on site NO
Recordkeeping
11.03.00: CS Inventory date 5/12/21 Open VES Central Prescription Processing/Remote Pharmacy
Practice
11.06.00: ClI, ClI-V, RX drug receipts dated NO 20.01.20 &26.00.20: Policy and procedure N/A
manual, written agreements
11.06.05: Receipts from registered sources YES 20.00.90: Records of receipt/delivery N/A
11.07.20: Casual Sale records N/A 3.00.90e: Return to stock records N/A
11.07.10: Floor stock distribution N/A N/A
11.04.20: Daily printouts NO Prepackaging/Labeling/Return Drug NO
3.00.90b: RTS records NO 3.01.20: Prepack labeling and records N/A
25.00.16: SPDO: CS inv., distribution, use / 3.01.22: Automated cassette labeling &
records N/A records N/A
27.00.30: HSP: CS inv., records of distribution N/A 3.03.00: Customized medication packages N/A
3.00.80: Return for dispensing or donation N/A
Dispensing 21.00.20: Casual sale of compounded NIA
products
11.04.10: Hardcopy of order filed appropriately | YES | Collaborative Pharmacy Practice for Drug Therapy
Cll orders reviewed: None. N/A Management
CllI-V orders reviewed: C0106200 YES 17.00.70: General authorization plan/ N/A
protocols
RX orders reviewed: 106200 YES 17.00.30: Pharmacist qualifications N/A
2.01.53: Required order transfer information N/A 17.01.00: Recordkeeping N/A
2.01.10: Information to appear on each order NO
3.00.55: Prescription flavoring YES E-kits
Dispensing errors/valid prescription orders N/A 10.00.40: Labeling & contents of kit N/A
Prescription labeling YES 10.00.71: Removal and replacement of med N/A
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PRESCRIPTION DRUG OUTLET INSPECTION REPORT

Strive Pharmacy

Joseph Sandahl

PDO Name Pharmacist Manager
Sterile Compounding
Risk Level Compliant?|Cytotoxic Drug Preparation Compliant?
Low- greater than 12 hr BUD N/A 5.01.31: Cytotoxic compounding reference N/A
Low - less than 12 hr BUD/ N/A 21.22.10a: I1SO 7, physically separated, N/A
Radiopharmaceuticals negative pressure
Medium N/A 21.22.10b: Appropriate PPE N/A
| High N/A
Sterile Product Packaging
Policy and Procedure Manual/Reference 3.01.30c: P&P Manual annual review N/A
21.20.30: P&P Manual annual review N/A 3.01.30d: Didactic and experiential training N/A
5.01.31h: Sterile compounding reference N/A 3.01.30h: Appropriate BUD N/A
3.01.30i: Recalls N/A
Environmental/Equipment
21.20.70a: ISO area certification date N/A |Casual sale/distribution
21.20.60c: Cleanroom surfaces compliant N/A 21.00.20a: Distribution to in-state N/A
hospital/practitioner for administration
21.20.70d: Airborne microorganism testing N/A 21.00.20b: Distribution no more than 10% N/A
21.20.70f: Pressure differential recorded daily N/A 21.21.70: Labeling of distributed CSPs N/A
21.20.80: Daily, weekly, monthly cleaning N/A
21.21.20: Daily ACD accuracy assessments N/A Radiopharmaceuticals
Compounding: YES NO
Personnel training 12.00.40: Nuclear Pharmacist training N/A
21.20.50: Didactic/media fill testing N/A 12.00.32: Professional reference library N/A
21.20.70e: Glove fingertip sampling performed N/A 12.00.45: CDPHE Radioactive materials license| N/A
12.00.70c: Labeling of radiopharmaceuticals N/A
Recordkeeping/Labeling 12.00.71: Dispensing records - filed by date N/A
21.21.50: Formulation records N/A 12.00.72: Distribution records: up to 10% N/A
21.21.60: Compounding records N/A
21.21.40: Beyond use dating N/A
21.21.70: Labeling of dispensed CSPs N/A
High Risk Compounding/Extended BUD
21.21.30c: Sterility testing N/A
21.21.30d: Endotoxin testing N/A
21.21.40d: Lab testing of product stability, N/A

potency
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PRESCRIPTION DRUG OUTLET INSPECTION REPORT

PDO Name s ot Pharmacist Manager. Joseph. Sandahl

1. Pharmacy shall post technician posting page.

2. Pharmacy shall post current Board inspection.

3. Pharmacy shall post PDMP notice to patients.

4. Pharmacy staff shall wear name badges.

5. Pharmacy shall label compounded products made in anticipation of orders per Rule 21.11.10(c).
6. RPH manager shall date, review, and sign the compounding P & P manual annually.

7. Pharmacy shall keep a RTS record.

8. Pharmacy shall not assign a BUD beyond Rule 21.00.00 for creams unless the appropriate studies are available in
the pharmacy.

9. Aqueous suspensions shall not have a BUD exceeding 14 days. See baclofen suspension.

10. 11.04.30(e) - Pharmacy shall be able to print a compliant daily report. Please forward a example to Board
inspector within 30 days.

11. Non-controlled legend invoices shall be dated upon date of receipt. See all current files.
13. Refrigerator temps shall be monitored daily electronically.
Comments:

1. No Cll in inventory at the time of inspection.

Tier 3

Pursuant to CRS 12-280-106, the Colorado State Board of Pharmacy has the authority to inspect all
registered outlets and investigate violations of the Board’s Rules and Regulations, CRS Title 12, 280
of the Pharmacists, Pharmacy Business, and Pharmaceuticals Act; and the CRS Title 18, Article 18
of the Uniform Controlled Substance Act of 1992

| ACKNOWLEDGE THAT THE CONTENTS OF THIS INSPECTOR’S SIGNATURE

INSPECTION REPQRT HAWE BEEN EXPLAINED TO ME. M M
12:00 pm

11/29/21 | 5THER INSPECTORS PRESENT:
DATE

Rev July 2020
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ey YL Department of
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;’9& &) |COLORADO THE COLORADO STATE BOARD OF PHARMACY
Ps Regulatory Agencies 1560 Broadway, Suite 1300, Denver, CO 80202-5146

Drvision of Professions and Occupations 303-894-7800 FAX 303-894-7692  V/TDD 303-894-7880
PRESCRIPTION DRUG QUTLET INSPECTION REPORT
learEnm
Date of Inspection: 12/20/22 Time In/Out:8:20 am /
PDO Name Strive Pharmacy Registration No_168-218 Expiration Date 10-2024
Address 11405 E. Briarwood Ave. Ste. 300 City Centennial Zip 80112
Pharmacist Manager Christina Wern Lic No 22022 Email
RPH on Duty Same. Lic No Email
Physical/Postings Compliant?|mmunizations Compliant?
5.01.31b&c: Clean, sanitary, adequate space YES 19.01.10: Authorization, ACPE training, CPR N/A
5.01.31d,f&g: Hot & cold water, frig & freezer YES 19.01.40: Administration records N/A
5.01.50: Pharmacy security YES 19.01.50: Off-site administration N/A
CRS 12-280-119:RPH/tech ratio_1:4 nametags YES
CRS 12-280-116:Licenses and registrations Non-Sterile Compounding
posted YES
11.08.00, 7.00.30b: Employee list, tech posting YES 21.10.10: P&P Manual annual YES
review9/6/22
5.01.31L: Prior inspection 13 # deficiencies YES 21.10.20: Training of personnel YES
3.00.51: Initial interpretation and final YES 21.10.60: Components-expiration dating YES
evaluation
23.00.60: PDMP notice, 20.00.70; CPP notice YES 21.10.90: Formulation records YES
5.01.31h: Professional reference library YES 21.11.00: Compounding records/labeling YES
21.10.80: Beyond use dating, studies on site YES
Recordkeeping
11.03.00: CS Inventory date 1/24/22 Open YES Central Prescription Processing/Remote Pharmacy
Practice
11.06.00: ClI, CllI-V, RX drug receipts dated YES 20.01.20 &26.00.20: Policy and procedure NO
manual, written agreements
11.06.05: Receipts from registered sources YES 20.00.90: Records of receipt/delivery N/A
11.07.20: Casual Sale records N/A 3.00.90e: Return to stock records N/A
11.07.10: Floor stock distribution N/A N/A
11.04.20: Daily printouts NO Prepackaging/Labeling/Return Drug N/A
3.00.90b: RTS records YES 3.01.20: Prepack labeling and records N/A
25.00.16: SPDO: CS inv., distribution, use N/A 3.01.22: Automated cassette labeling & N/A
records records
27.00.30: HSP: CS inv., records of distribution N/A 3.03.00: Customized medication packages N/A
3.00.80: Return for dispensing or donation N/A
Dispensing 21.00.20: Casual sale of compounded N/A
products
11.04.10: Hardcopy of order filed appropriately | YES | Collaborative Pharmacy Practice for Drug Therapy
Cll orders reviewed: None. YES Management
CllI-V orders reviewed: C908200 YES 17.00.70: General authorization plan/ bk
protocols
RX orders reviewed: 905000 YES 17.00.30: Pharmacist qualifications N/A
2.01.53: Required order transfer information YES 17.01.00: Recordkeeping N/A
2.01.10: Information to appear on each order YES
3.00.55: Prescription flavoring N/A E-kits
Dispensing errors/valid prescription orders N/A 10.00.40: Labeling & contents of kit N/A
Prescription labeling YES 10.00.71: Removal and replacement of med N/A
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PRESCRIPTION DRUG OUTLET INSPECTION REPORT

Strive Pharmacy

Christina Wern

PDO Name, Pharmacist Manager
Sterile Compounding
Risk Level Compliant?|Cytotoxic Drug Preparation Compliant?
Low- greater than 12 hr BUD N/A  [5.01.31: Cytotoxic compounding reference N/A
Low - less than 12 hr BUD/ N/A 21.22.10a: 1SO 7, physically separated, N/A
Radiopharmaceuticals negative pressure
Medium N/A 21.22.10b: Appropriate PPE T
High N/A
Sterile Product Packaging
Policy and Procedure Manual/Reference 3.01.30c: P&P Manual annual review N/A
21.20.30: P&P Manual annual review N/A 3.01.30d: Didactic and experiential training N/A
5.01.31h: Sterile compounding reference N/A 3.01.30h: Appropriate BUD N/A
3.01.30i: Recalls N/A
Environmental/Equipment
21.20.70a: ISO area certification date N/A  |Casual sale/distribution
21.20.60c: Cleanroom surfaces compliant N/A 21.00.20a: Distribution to in-state N/A
hospital/practitioner for administration
21.20.70d: Airborne microorganism testing N/A 21.00.20b: Distribution no more than 10% N/A
21.20.70f: Pressure differential recorded daily N/A 21.21.70: Labeling of distributed CSPs N/A
21.20.80: Daily, weekly, monthly cleaning N/A
21.21.20: Daily ACD accuracy assessments N/A |Radiopharmaceuticals
Compounding: YES NO
Personnel training 12.00.40: Nuclear Pharmacist training N/A
21.20.50: Didactic/media fill testing N/A 12.00.32: Professional reference library N/A
21.20.70e: Glove fingertip sampling performed N/A 12.00.45: CDPHE Radioactive materials license| N/A
12.00.70c: Labeling of radiopharmaceuticals N/A
Recordkeeping/Labeling 12.00.71: Dispensing records - filed by date N/A
21.21.50: Formulation records N/A 12.00.72: Distribution records: up to 10% N/A
21.21.60: Compounding records N/A
21.21.40: Beyond use dating N/A
21.21.70: Labeling of dispensed CSPs N/A
High Risk Compounding/Extended BUD
21.21.30c: Sterility testing N/A
21.21.30d: Endotoxin testing N/A
21.21.40d: Lab testing of product stability, N/A

potency
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PRESCRIPTION DRUG OUTLET INSPECTION REPORT

Strive Ph s
PDO Name” "= oY Pharmacist ;‘;\anagerChmt]na Wern

Christina@strivepharmacy.com

1. 11.04.30(e) - pharmacy shall be able to print a compliant daily report. Please inform the Board inspector when
this is completed. REPEAT deficiency.

2. Please complete a Central Prescription Processing manual for initial interpretations being completed at another
Strive facility. Inform Board inspector within 30 days that this is done.

Comment:
No sterile compounding.

No Cll substances in stock.

Tier 3

Pursuant to CRS 12-280-106, the Colorado State Board of Pharmacy has the authority to inspect all
registered outlets and investigate violations of the Board’s Rules and Regulations, CRS Title 12, 280

of the Pharmacists, Pharmacy Business, and Pharmaceuticals Act; and the CRS Title 18, Article 18
of the Uniform Controlled Substance Act of 1992

| ACKNOWLEDGE THAT THE CONTENTS OF THIS INSPECTOR’S SIGNATURE
INSPECTION REPORT HAVE BEEN EXPLAINED TO ME.

C _QAW 12/20/22 | GTHER INSPECTORS PRESENT:

PHARMACIST’S SIGNAYURE DATE

Rev July 2020
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One Renaissance Square Attorneys at Law in

Two North Central Avenue Chicago
l IO r e Suite 600 Denver
Phoenix, AZ 85004-2322 Indianapolis

602-229-5200 Madison
Fax 602-229-5690 Milwaukee
www.quarles.com Minneapolis
Naples
Phoenix

San Diego
Tampa
Tucson

Writer's Direct Dial: 602-229-5301
IRED ARArS Washington, D.C.

E-Mail: Alex.Snyder@quarles.com

August 24, 2023

VIA ELECTRONIC TRANSMISSION — dora pharmacvboard@state.co.us

Dmitry Kunin, PharmD

Colorado Pharmacy Board
Department of Regulatory Agencies
1560 Broadway

Suite 1350

Denver, CO 80202

Dear Dmitry Kunin:

We represent Strive Pharmacy Denver LLC (the “Pharmacy”), License No.
PDO0O.1680000218, in connection with Colorado Pharmacy Board (the “Board™) Case No. 2023-
5699 (the “Complaint”). This letter is the Pharmacy’s written response to the Complaint, which
alleges possible violations of the Colorado Pharmacists, Pharmacy Business, and
Pharmaceuticals Practice Act (the “Act™). We address each alleged violation in turn below.

I. The use of semaglutide salt between January and March 2023.

First, the Complaint alleges a violation of Board regulations related to the use of
semaglutide salt when compounding drug products.' As the Board is undoubtedly aware, the
compounding of semaglutide drug products has been a dynamic and rapidly changing space.
Currently, Wegovy and Ozempic are the only two commercially available semaglutide injection
products on the market. However, due to the growing popularity of these drugs and lack of
adequate supply, Wegovy was placed on the FDA Drug Shortage List in March 2022, closely
followed by Ozempic.*

! See 3 Colo. Code Regs. § 719-1:21.10.60.
2 See U.S. Food & Drug Administration, FDA Drug Shortages, Semaglutide (Ozempic) & Semaglutide (Wegovy),
https://www.accessdata.fda.gov/scripts/drugshortages/dsp_SearchResults.cfm (last visited Aug. 23, 2023).

QB\174172.00001\84317403.1
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August 24, 2023
Page 2

Federal statute provides that pharmacies operating under Section 503A may only
compound from bulk drug substances that: (1) comply with the standards of an applicable United
States Pharmacopoeia (“USP”) or National Formulary (“NF”) monograph, if a monograph exists,
and the USP chapter on pharmacy compounding: (2) if such a monograph does not exist, are
drug substances that are components of FDA-approved drug products; or (3) if such a monograph
does not exist and the drug substance is not a component of an approved drug, that it appears on
the FDA’s list of bulk-substances that can be used in 503A compounding.® It is clear, with
respect to semaglutide, that no USP or NF monograph exists and that no form of the drug
appears on the Section 503A Bulk Substances list.* However, prior to the FDA issuing guidance
on the issue of compounding semaglutide, , State Boards of Pharmacy wrestled with the question
of whether the salt form of a drug should be considered a component of an FDA-approved drug.’

Controversially, the FDA and various State Boards of Pharmacy have recently found that
the salt form should not be considered a component of the FDA-approved semaglutide base.®
Despite this position, this interpretation does not take into consideration the FDA’s inconsistent
definition of “active pharmaceutical ingredient” and “bulk drug substance™ within the relevant
code and regulations.” Prior to this guidance, the Pharmacy had been operating under relative
ambiguity surrounding the permissibility of using a salt form of a drug for compounding.
Initially, the State Boards lacked guidance from the FDA with respect to this issue, leading to

3 See 21 U.S.C § 353a(b)(1)(A)(i)(I-111); see also Bulk Drug Substances Used in Compounding Under Section 503A
of the FD&C Act, U.S. Food & Drug Administration, https://www.fda.gov/drugs/human-drug-compounding/bulk-
drug-substances-used-compounding-under-section-503a-fdc-act (last updated Feb. 20, 2020).

4 See 21 C.F.R. § 216.23 (listing the 503A Bulk drug substances list).

* See, e.g., Utah State Board of Pharmacy, Minutes, March 28, 2023, p. 3,
https://www.utah.gov/pmn/files/970387.pdf (finding that members of the Board believed the salt form does not
matter, it is the semaglutide molecule that is being used, the semaglutide component is the active pharmaceutical
ingredient); see also Utah State Board of Pharmacy, Minutes, March 28, 2023,
https://www.utah.cov/pmn/files/959981.mp3 (conversation begins at 00:41:00).

6 See FDA to NABP Semaglutide Letter, supra note 2; see also Statement Concerning Semaglutide Compounding,
N.C. Bd. Pharmacy, http://www.ncbop.org/PDF/SemaglutideCompounding.pdf (last updated April 28, 2023); see
also K Capehart, Statement Concerning Semaglutide Compounding, W. Va. Bd. Pharmacy,
https://www.wvbop.com/admin/attachment/FINALSemaglutideCompoundingStatementUpdated0IMAY2023WVB
oPFV 1.pdf (last updated May 1, 2023); see also Compounded Products Due to Shortage or Due to Special Needs,
Miss. Bd. Pharmacy, https://www.mbp.ms.gov/sites/default/files/inline-
images/Semaglutide.compoundguidance%20%28002%29.pdf.

7 FDA has been inconsistent when defining bulk drug substances to either differentiate between or include the salt
and base form of the drug. First, “bulk drug substance,” as referenced in Section 503A(b)(1)(A) of the FD&C Act, is
to mean the same as “active pharmaceutical ingredient” in 21 C.F.R. § 207.1. Unfortunately, this definition does not
address whether it should include only the base or salt and ester forms. The FDA’s animal compounding guidance
claims that a compounded drug’s active ingredient is “the same” as that of the approved drug regardless of any salt
or ester form. See Compounding Animal Drugs from Bulk Drug Substances, GF1 #256, August 2022,
https://www.fda.cov/media/132567/download. Similarly, the FDA’s exclusivity statutes treat the salt form of a drug
as the base form. See 21 U.S.C. § 355(c)(3)(E)(ii). The FDA did propose rules that would treat each specific form of
the drug (base, salts, or esters) as separate entities. See List of Bulk Drug Substances That Can Be Used To
Compound Drug Products in Accordance With Section 503A of the Federal Food, Drug, and Cosmetic Act, 81 Fed.
Reg. 91071, 91076 (Dec. 16, 2016) https://www.govinfo.gov/content/pkg/FR-2016-12-1 6/pdf/2016-30109.pdf.

QB\174172.00001\84317403.1

StrivePharmacy131




August 24, 2023
Page 3

evidenced confusion.® Therefore, the Pharmacy reasonably assumed that the salt form of an
FDA-approved drug is essentially the “same component™ as is permitted under federal law.

Colorado compounding practice regulations mirror the federal requirements enforced by
the FDA. Specifically, ingredients used to compound drug products must adhere to one of the
following: (1) be composed of a USP/NF grade substance when not available and on the drug
shortage list; (2) be a substance with either a Chemically Pure, Analytical Reagent, American
Chemical Society, or Food Chemical Codex chemical grade; or (3) originate from FDA-
approved sources.” According to the Cambridge dictionary, “originate” means “to come from a
particular place, time, situation, etc.”'? Therefore, prior to the FDA using its guidance, it was
reasonable for the Pharmacy to determine that the salt form “originated™ from the base form of
semaglutide. Nevertheless, in response to the FDA guidance issued on April 27, 2023, the
Pharmacy adjusted its practices to compound with the base form of semaglutide, an FDA-
approved drug product.'! Currently, the Pharmacy is in full compliance with federal and state
requirements in its compounding of semaglutide drug products.

The Complaint also suggested that since the FDA stated that it has received adverse event
reports after patients used compounded semaglutide, the Pharmacy would be prohibited from
compounding the drug product. Colorado regulation provides the following as it relates to
appropriate drug ingredients and components: “[d]rug preparations that have been withdrawn or
removed from the market for safety reasons shall not be compounded.”!? However, the FDA has
not withdrawn or removed compounded semaglutide from the market. The mere evidence of
reported adverse events does not automatically withdraw or remove a product from the market. If
this were the case, no bulk drug substance could be used to compound within the state. Simply
put, nearly every drug has some record of reported adverse events when used by patients, so the
mere existence reported adverse events does not prohibit the compounding of such a drug.

II. Compounded semaglutide products are not essentially a copy of a commercially
available drug product.

Under federal law, pharmacies are not permitted to compound drug products that are
essentially a copy of what is commercially available.'> However, once a commercially available

8 See Utah State Board of Pharmacy, Minutes, March 28, 2023, p. 3, https://www.utah.gov/pmn/files/970387.pdf
(finding that members of the Board believed the salt form does not matter, it is the semaglutide molecule that is
being used, the semaglutide component is the active pharmaceutical ingredient); see also Utah State Board of
Pharmacy, Minutes, March 28, 2023, https:/www.utah.gov/pmn/files/95998 1.mp3 (conversation begins at
00:41:00).

? See 3 Colo. Code Regs. § 719-1:21.21.10(b), (c).

10 See Originate, Cambridge Dictionary, https:/dictionary.cambridge.org/us/dictionary/english/originate (last visited
Aug. 22, 2023).

11 See FDA to NABP Semaglutide Letter, U.S. Food & Drug Administration, April 27, 2023,
https://adpc.org/files/FDA-to-NABP-Semaglutide-letter April-27-2023.pdf.

12 See 3 Colo. Code Regs. 719-1:21.21.10(f).

13 See 21 U.S.C § 353a(b)(1)(D).
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drug is placed on the FDA shortage list, the FDA allows pharmacies to compound essentially
copies of these drug products because the FDA no longer considered the drug to be

“commercially available™.'*

Nevertheless, the types of semaglutide drug products the Pharmacy compounds would be
permitted even if Wegovy and Ozempic were not on the shortage list. A compounded drug
product is considered “essentially a copy” of a commercially available drug product if (1) the
compounded drug product has the same active pharmaceutical ingredient(s) (“API”) as the
commercially available drug product, (2) the API(s) has the same, similar, or an easily
substitutable dosage strength, and (3) the commercially available drug product can be used by
the same route of administration as prescribed for the compounded drug."

Currently, the Pharmacy only compounds semaglutide to be administered buccally or
sublingually as a troche drug product. There are currently no commercially available semaglutide
drug products that rely upon this route of administration. Wegovy and Ozempic are both
administered as a subcutaneous injection. Furthermore, another popular semaglutide drug
product on the market, Rybelsus, is administered orally as a tablet. Since the Pharmacy’s
compounded drug product is not administered via the same route of administration as what is
commercially available, its product is not “essential copy™ of a commercially available
semaglutide drug product. Therefore, compounding such products does not violate federal law.

Colorado law mirrors the federal limitations related to the preparation of commercially
available drug products. Specifically, Colorado regulation provides that “[c]Jompounding does
not include the preparation of copies of commercially available drug products.”'® The regulation
then clarifies that “[c]Jompounded preparations that produce, for patient, a significant difference
between the compounded drug and the comparable commercially available drug product as
determined, by the prescriber, as necessary for the medical best interest of the patient are not
copies of commercially available products.”!” “*Significant differences’ may include, but are not
limited to, modifications such as changes in strength, and changes in dosage form or delivery
mechanism.”'® Again, the Pharmacy’s semaglutide troche drug product is a different “delivery
mechanism” than what is commercially available. Therefore, the Pharmacy’s semaglutide troche
drug product is not “a copy of commercially available drug products™.

II1. Obtaining semaglutide from an out-of-state manufacturer, a source not registered
with the Board.

14 See U.S. Food & Drug Administration, Center for Drug Evaluation and Research, Compounding Drug Products
That Are Essentially Copies of a Commercially Available Drug Product Under Section 503A of the Federal Food,
Drug, and Cosmetic Act, Guidance for Industry, p. 5 (Jan. 2018), https://www.fda.cov/media/98973/download.

' Id p. 5-6.

163 Colo. Code Regs. § 719-1:21.00.30(e)(2).

'7 Id (emphasis added)

18 Id
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The Pharmacy currently sources semaglutide from Biopeptek, an out-of-state
manufacturer located in Malvern, Pennsylvania. While it is true that Biopeptek is not currently
registered with the Board, Biopeptek’s and the Pharmacy’s initial compliance review revealed
that there is no out-of-state manufacturer licensure process in Colorado. The Board has
implemented a process for applying to be registered as an in-state manufacturer, but has not
implemented a similar process for applying to be registered as an out-of-state manufacturer.'’
Based on the allegations contained in Complaint, it appears that the Board expects Biopeptek to
be registered as an out-of-state wholesaler instead.

The Act defines “[m]anufacturers” and “[w]holesalers™ differently.?’ A “[m]anufacturer”
is defined as “an entity that either cultivates, grows, or prepares by other process, drugs for sale
to wholesalers or other persons entitled to purchase drugs other than the patient.”*' Based on this
definition, Biopeptek reasonably concluded that it would qualify as a manufacturer since their
business practices better align with this description when compared to the definition of
“wholesaler.”** And because Colorado does not issue registrations for out-of-state
manufacturers, it reasonably concluded that it did not need to be registered.

We understand that the Board requires every wholesaler to be registered with the Board if
it distributes or ships drugs into the state regardless of where it is located.?* However, it appears
that the Board expects Biopepek to be registered as a wholesaler—even though its primary
business activity is that of a manufacturer—because it distributes prescription drugs into
Colorado. The Pharmacy was not aware of this registration requirement until it received the
Complaint from the Board. As a result, the Pharmacy has been in communication with Biopeptek
regarding the registration requirements and is looking to find an alternative manufacturer that is
properly registered as a wholesaler or manufacturer until Biopeptek successfully obtains a
wholesale registration.

The Complaint also alleged the Pharmacy violated its responsibility to ensure that they
may procure components from Biopeptek.* However, pharmacies only have a duty to ensure the
procure prescription drugs from a Board-registered source.?® The term “prescription drug” is
narrowly defined to only include drugs that meet one of the following qualifications: “(a) . . .
required by any applicable federal or state law or rule to be dispensed only pursuant to an order;
(b) . .. restricted by any applicable federal or state law or rule to use by practitioners only; or (c)

1 See Colorado Department of Regulatory Agencies, State Board of Pharmacy: Business Applications and Forms,
https://dpo.colorado.gov/Pharmacy/ApplicationsBusiness (last visited Aug. 22, 2023).

20 See generally Colo. Rev. Stat. Ann. § 12-280-103.

21 See Colo. Rev. Stat. Ann. § 12-280-103(26), (27).

22 See Colo. Rev. Stat. Ann. § 12-280-103(54)(a), (55)(defining a wholesaler to broadly mean a person engaged in
the wholesale distribution, or distribution of prescription drugs to persons or entities other than a consumer or
patient, that are authorized by law to possess prescription drugs). .

3 See 3 Colo. Code Regs. 719-1:15.01.00(b).

4 See 3 Colo. Code Regs. § 719-1:1.00.24; see also 3 Colo. Code Regs. § 719-1:7.00.30(b).

25 [d
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... required under federal law to be labeled with either ‘Rx only” or *Caution: Federal law
restricts this drug to use by or on the order of a licensed veterinarian.’”* Significantly, not all
components used as ingredients for compounding products fall under the definition of
“prescription drugs”.

In any event, the Complaint alleges that the Pharmacy was not using an FDA-approved
drug for compounding, but at the same time alleges that the Pharmacy procured a “prescription
drug” from a source not registered with the Board. Based on this, the semaglutide procured by
the Pharmacy cannot reasonably be found to be a “prescription drug™ as the basis of an alleged
violation of these provisions.

IV. Alleged dispensing of compounded drug products to practitioners for “office use”
pursuant to non-patient specific orders.

The anonymous complaint initially received by the Board alleged that the Pharmacy was
dispensing compounded medications to medical offices pursuant to non-patient specific
prescription orders. While it appears the Board’s inspector found no evidence of this practice, the
Pharmacy wishes to dispel any notions they engage in such a practice. Under the Board’s
regulations, a pharmacist may not dispense pursuant to a non-patient specific prescription
order.?” Therefore, a prescription order for “office use” is not a valid prescription order.?® The
Pharmacy would like to emphasize that it only dispenses compounded medications pursuant to
valid patient-specific prescription orders in order to address a recognized medical need or
utility.29 To evidence this practice, please see Attachment A. Included within the attachment,
the Pharmacy has provided examples of patient-specific prescription order forms. In summary,
the Pharmacy does not engage in the practice alleged in the anonymous complaint and only
dispenses pursuant to valid patient-specific prescription orders.

V. Additional citations issued in response to on-site inspection.

a. Difficulty identifying orders for any of semaglutide sodium dispensing
transactions.

The Pharmacy utilizes LifeFile as their pharmacy management system. LifeFile is a
nation-leading pharmacy management system, used by some of the largest compounding
pharmacies in the nation.** While LifeFile offers a state-of-the-art, cloud-based system

%6 See Colo. Rev. Stat. Ann. § 12-280-103(42).

27 See 3 Colo. Code Regs. § 719-1:3.00.20(d).

28 [d

2 See 3 Colo. Code Regs. § 719-1:3.00.20(a).

30 See LifeFile, hitps://www lifefile.net/ (last visited Aug. 23, 2023).
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specifically designed for the management of compounding pharmacies, the Pharmacy also
selected the LifeFile system for its proven track record of excellent customer service.’! |

Following the Board’s Complaint, the Pharmacy immediately contacted LifeFile’s o
support team to address the inspector’s difficulties in identifying orders as discussed in the
Complaint. To evidence the Pharmacy’s discussions via email with LifeFile, please see
Attachment B. The Pharmacy first contacted LifeFile on August 15* and have followed-up
repeatedly to emphasis to LifeFile the need for a solution. Throughout their discussion, the
Pharmacy remained adamant and relayed to LifeFile the importance of rectifying this issue in a
timely manner. LifeFile assured the Pharmacy they are working on a solution. However, the
Pharmacy is still awaiting confirmation that the solution is in place. The Pharmacy will update
the Board accordingly as the situation progresses.

:
b. Compounding records shall be uniformly maintained and contemporaneous.

In accordance with the Board’s regulations, the Pharmacy must ensure that their l
compounding records are readily retrievable in both a printed and contemporaneous format
immediately upon the request of the Board’s inspectors.3? The Pharmacy understands the
importance of allowing Board inspectors to access and review their compounding records in a
succinct and timely manner. To that end, the Pharmacy has also begun discussions with LifeFile
to ensure that the Pharmacy’s compounding records will no longer require the user to click
through multiple tabs and windows in order to review. The Pharmacy has taken affirmative step$ l
to ensure that its compounding records are uniformly maintained and contemporaneous moving i
forward. '

c. Labeling of compounded products made in anticipation of orders and associated i
f

- recordkeeping. i

When compounding drug products in anticipation of prescription orders, the Board’s
regulations require that these products be properly labeled.*? In response to the allegation of
failure to properly label, the Pharmacy has fixed their label printer to include the following: “(1)
[n]ame and address of the outlet; (2) [nJame and strength of the drug(s) / active ingredient(s) 1rl1
the final product; (3) [t]otal quantity in package; (4) [a]ssigned BUD; (5) [b]atch (lot) number;‘ |
(6) [s]pecific route of administration; (7) [s]torage directions, when appropriate; (8) ‘Rx only’; ¢
and (9) “This product was compounded by the pharmacy.”** These changes ensure compliance !
with Colorado regulations related to anticipatory compounding labeling. Furthermore, the

®1d .‘
32 See 3 Colo. Code Regs. § 719-1:11.03.05(c).

# See 3 Colo. Code Regs. § 719-1:21.11.10(c).

34 Id

QB\174172.00001184317403.1

StrivePharmacy136




August 24, 2023 |
Page 8

Pharmacy implemented an action plan with respect to training of its pharmacy personnel as it
relates to labeling of anticipatory compounds.

d. Invoices and prescription drug orders filed separately as schedule I, schedule l ]

III-V, and prescription drugs. -

All pharmacies licensed with the Board must maintain their records of invoices,
transaction receipts, and prescription drug orders in a manner consistent with the Board’s
regulations.? The Pharmacy is required to maintain and file each respective record as follows:| ]
(1) schedule 11 controlled substance prescription orders, (2) schedule II-V controlled substance’
prescription orders, and (3) non-controlled substance prescription orders. 36 In response to the
cited irregularities and issues surrounding proper -recordkeeping practices alleged in the .
Complaint, the Pharmacy implemented a program to re-train its personnel to ensure compliance
with Colorado requirements. Primarily, the program aimed to educate pharmacy personnel on fhei
requirement of three differing filing locations discussed above, For instance, the Pharmacy has

|

personnel’s reference. Nevertheless, the Pharmacy will conduct audits of their recordkeeping

identified the required filing locations for various commonly processed drugs for their '
files over the next twelve months to ensure compliance. i

e. Change of pharmacist manager controlled substance inventory. i
|
The pharmacist manager is responsible for ensuring that the pharmacy’s operations

adhere to all state and federal laws, rules, and regulations.*’ Additionally, in the event there is a
change of pharmacist manager, the new pharmacmt manage must take a controlled substance
inventory within seventy-two hours of assuming the position.?® The Pharmacy now understands
that pharmacist manager cannot retroactively conduct an inventory to ensure compliance w1th’
these requirements. Nevertheless, the Pharmacy updated their standard operating procedures to
ensure the inventory is conducted within 72-hours of a change in the pharmacist manager.
Furthermore, even though the Board’s regulations only requires that the inventory be taken every,
two years,*® the Pharmacy scheduled a date to conduct a controlled substance inventory in
January and will continue to do so on an annual basis. The Pharmacy remains committed to
addressing this issue in its entirety and ensuring that similar issues occur in the future. F X

|

f. Storage of compounded drug products on floor.

A pharmacy may not store any components, non-freestanding equipment, packaging and
drug preparation containers, and other compounding materials on the floor to prevent i

35 See 3 Cola. Code Regs. § 719-1:11.01.00.

36 See 3 Colo. Code Regs. § 719-1:11.06.30; see also 3 Colo. Code Regs. § 719-1:11.06.40; see also 3 Colo. Code
Regs. § 719-1:11.04.10; see also 3 Colo. Code Regs. § 719-1:11.02.00(2)(3).

37 See 3 Colo. Code Regs. § 719-1:7.00.30(a). A
3¢ See 3 Colo. Code Regs. § 719-1:7.00.20(b). ) '
 See 3 Colo. Code Regs. § 719-1:11.03.00(d).
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contamination.*® In response to the Complaint, the Pharmacy removed all compounding
products, non-freestanding equipment, and containers from the floor to a safe, secured, and
raised location. The Pharmacy has also re-trained its personnel on this issue, '

g. Daily recording of refrigerator and freezer temperatures.

If a pharmacy stores refrigerated or frozen drug products, such products must be stored ifn 1

accordance with the Board’s regulations. To that end, the Pharmacy’s refrigerator must maintain
a temperature between two and eight degrees Celsius (2-8 degrees C.) or thirty-six and forty-six,
degrees Fahrenheit (36-46 degrees F.).*! Additionally, the Pharmacy’s freezer must maintaina , |

j temperature between twenty-five degrees below zero and ten degrees below zero Celsius (-- 25 ’

: and -~ 10 degrees C.) or thirteen degrees below zero and fourteen degrees Fahrenheit (-- 13 and F

i 14 degrees F.).*? In order to ensure these temperatures are maintained, the Board requires that

: they be electronically monitored each calendar day.** The Complamt alleged that the Pharmacy[l
did not have a process in place to monitor these temperatures in accordance with state s
requirements. Specifically, the Complaint noted the Pharmacy’s inability to monitor these
temperatures over the weekend when the Pharmacy is closed. However, the Pharmacy does, in
fact, employ a digital continuous monitoring system. To evidence this capability, please see
Attachment C. As the attachment demonstrates, the Pharmacy can continuously and
electronically monitor the temperature of the refrigerator and freezer in compliance with
Colorado law. Therefore, the Pharmacy respectfully disagrees with the allegation that the
Pharmacy did not have the ability to monitor temperatures when the Pharmacy is closed.

h. Generate, upon request, a réaddble daily printout.

The Board requires that a pharmacy’s systerr have the ability to produce a hard-copy [
- document every twenty-four hours or a “daily printout.”** This “daily printout” must include the
following: “(1) The serial number; (2) The name of the patient; (3) The name of the practltlonerr |
(4) For each controlled substance dispenses, the practitioner's Drug Enforcement Admlmstratlon '
registration number; (5) The date of issue by the practitioner, the date dispensed shall be !
presumed to be the date of issue; (6) The total number of refills authorized; (7) Date dlspensed |
(8) The name and strength of the drug dispensed; (9) The quantity of the drug dispensed,; [and] | I
(10) In the case of a refill, the total number of refills dispensed to date.”* The Complaint alleges« |
that the Pharmacy’s “daily printout” did not include the “date of issue by the practitioner” and''
that the other required information was illegible. In response to this allegation, the Pharmacy !
quickly identified the root cause of this issue. Unfortunately, the Pharmacy’s software had turhed
.off the feature to print out hard copy “daily reports”. As previously discussed, the Pharmacy '

| 4 See 3 Colo. Code Regs. § 719-1:21.10.30(f); see also 3 Colo. Code Regs. § 719-1:21.10.65(c).

i 41 See 3 Colo. Code Regs. § 719-1:5.01.31(j). i

i 42 See 3 Colo. Code Regs. § 719-1:5.01.31(k).
43 Id
4 See 3 Colo. Code Regs. § 719-1:11.04.20(b}.
43 See 3 Colo. Code Regs. § 719-1:11.04.20(c).

!

StrivePharmacy138

QB\174172.00001\84317403.1




August 24, 2023
Page 10

established contact with LifeFile to find a solution to this issue moving forward. To evidence the
Pharmacy’s discussions via email with LifeFile, please see Attachment B. The Pharmacy is still
waiting for confirmation that solution is in place. The Pharmacy will update the Board
accordingly as the situation progresses.

i. Pharmacist managers shall review, date, and sign the compounding policy and
procedure manual within 30 days of assuming the duty in February 2023.

If there is a change of pharmacist manager, the newly appointed pharmacist manager
must review, sign, and date the policy and procedure manual within their first thirty days.*
Regrettably, the Pharmacy’s current pharmacist manager did not review the policy and procedure
manual within 30 days and now cannot retroactively sign and date the manual. Nevertheless, the
current pharmacist manager has reviewed and signed the manual following the Board’s
inspection. Looking forward, the Pharmacy remains committed to taking proactive steps to
ensure that this does not happen again. As such, the Pharmacy updated its relevant standard
operating procedures to ensure that any future pharmacist managers will review, sign and date
their manual within their first 30 days of assuming position in compliance with the Board’s
regulations.

VI. Conclusion

The Pharmacy remains committed to engaging in the lawful practice of compounding
pharmacy within Colorado. While each issue cited in the Complaint has been addressed above,
we understand that there are still issues outstanding specifically as it relates to the LifeFile
system. Should the Board request further information, the Pharmacy will be pleased to
accommodate additional requests. To that end, please let us know if there are any further issues
or questions that we may address.

Very truly yours,

(e

Alexander L. Snyder

ALS

% See 3 Colo. Code Regs. § 719-1:7.00.20(j); see also 3 Colo. Code Regs. § 719-1:21.10.10(a).
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August 31, 2023

VIA ELECTRONIC TRANSMISSION —dora pharmacvboard@state.co.us

Dmitry Kunin, PharmD

Colorado Pharmacy Board
Department of Regulatory Agencies
1560 Broadway

Suite 1350

Denver, CO 80202

Dear Dmitry Kunin:

We represent Strive Pharmacy Denver LLC (the “Pharmacy™), License No.
PDO.1680000218, in connection with Colorado Pharmacy Board (the “Board’) Case No. 2023-
5699 (the “Complaint™). This letter is the Pharmacy’s supplemental written response to the
Complaint, which alleges possible violations of the Colorado Pharmacists, Pharmacy Business,
and Pharmaceuticals Practice Act (the “Act”), including procuring bulk drug substances from an
out-of-state manufacturer not registered with the Board and difficulties associated with the
Pharmacy’s management system, LifeFile. As a reminder, LifeFile’s system created issues
identify orders of semaglutide sodium dispensing transactions and generating a readable daily
printout upon request.' This supplemental response aims to provide additional information for
the Board’s consideration that were only made available to the Pharmacy after the 10-day due
date for the original response.

The Pharmacy has been in continuous contact with Biopeptek Pharmaceuticals, LLC
(“Biopeptek™), their out-of-state manufacturer cited within the Complaint. As noted in the
previous response, Biopeptek was not aware that Colorado had a requirement or licensure
process for out-of-state manufacturers. Nevertheless, Biopeptek quickly sought Colorado
licensure to rectify this error and ensure compliance moving forward. As such, the Pharmacy has

! See generally 3 Colo. Code Regs. § 719-1:11.01.00; see also 3 Colo. Code Regs. § 719-1:11.04.20(b).
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just been notified that Biopeptek received their Colorado Wholesaler Out-of-State license on
August 25, 2023. A copy of Biopeptek’s license can be found for review in Attachment A.

As discussed in the previous response, the Pharmacy has been in contact with LifeFile to
address the Board’s concerns since they received the Complaint. During these initial
conversations, LifeFile and the Pharmacy worked together to identify the causal factors and
potential solutions related to these citations. As of the writing of this supplemental response,
LifeFile was able to update their pharmacy management system to accommodate aspects of the
Board’s recordkeeping rules. Specifically, the updated system now allows for the following: (1)
printing back tags for both legend and controlled substance prescription order dispensing
transactions and (2) the ability to produce a hard-copy daily printout of the Pharmacy’s fulfilled
prescription orders. Examples of printed hard copies for semaglutide drug products and the daily
printout for both August 30 and 31, 2023 are available for review in Attachment B. Therefore,
the Pharmacy’s current version of LifeFile’s pharmacy management system is compliant with the
Board’s rules.

In conclusion, this supplemental response aims to address any outstanding issues while
providing evidence of the Pharmacy’s continued commitment to their compliant practice of

pharmacy moving forward. However, in the event the Board has any further questions or requires
additional clarification, the Pharmacy would be happy to accommodate any additional request.

Very truly yours,

Alexander L. Snyder

ALS

QB\174172.00001\84490741.1
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Page 3
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COLORADO

Department of
Regulatory Agencies

Division of Professions and Occupations

Below are your electronic wallet cards to use as proof of your license. You can also print your license at
any time by visiting www.colorado.gov/dora/DPO_Print_License and following the instructions listed.

While all Temporary Licenses are given an expiration date of 12/31/20, this license may be cancelled
prior to that date if the temporary license is determined to be no longer needed. This license does not
replace an existing or previous credential and is non-renewable. Additionally this license is not eligible
for any intrastate compact agreements and cannot be used for verification purposes in other states.

This license is temporary and does not constitute a property right. It was created and is available
as a result of Executive Order D 2020 038 and may be discontinued prior to the current expiration
date.

Should you have questions about your credential, or need other information please contact our
Customer Service Team dora_dpo_licensing@state.co.us. Be sure to visit the Division of Professions and
Occupations website often for specific updates during the COVID-19 crisis at dpo.colorado.gov.

Colorado Department of Regulatory Agencies Colorado Department of Regulatory Agencies
Division of Professions and Occupations Division of Professions and Occupations
State Board of Pharmacy . State Board of Pharmacy
Biopeptek Pharmaceuticals, LLC Biopeptek Pharmaceuticals, LLC .
Wholesaler Out-of-State Wholesaler Out-of-State
WHO0.0008710 08/25/2023 WHO0.0008710 08/25/2023
Number ‘ Issue Date Number - ' Issue Date
Active 10/31/2024 Active 10/31/2024
Credential Status - Expire Date Credential Status Expire Date
Verifv this credential at: dpe.coiorac_lo.gov Verify this credential at: dpo.colorado.gov
| FAFL#8 | |7
Division Director: Sam Delp Credential Holder Signature Division Director: Sam Delp Credential Holder Signature

1560 Broadway, Suite 1350, Denver, CO 80202 P 303.894.7800 F 303.894.7693 dpo.colorado.gov
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Patient Information . Order Information , | {
T 1 Order Date: 08/28/2023 03:34 pm By: Cinron, Ginwon, (zannakin) [T |
Priotity: Normal, Document Type: Refili Rx I
PMS Interface: lifefila .
-« Due On: , Memo: 1
.7 { 1
Patient Allergies Prescriber Information | i I
Hedberg, Caleb J
; X Hedberg Caleb
;3 Patient Diseases 165 8. Union Bivd. Suite 800 i b
ot f¢  Lakewood, CO 80228, [
. © ' (303) 588-2680, caleb hedberg@nwphysicians.com f
R License: 57367 l
R g P - e R A et e - |
"3 Shippin lmormatlon *  Billing Information i
o Payor Type: PatientiGuandian () l
s , Fytin, Came i
«, 2517 SEidridge Ct
Lakewood, CO B0228-4836
*  Payment Note: | ]
Frae Shipping: No, Shipping Emall Notification: Yes + !
Delivery Service: UPS Cround, Handling Oations: Insulated BOX |
with ICE (lemperature sensitiva) " "
Signatre Type: . - 3 y !
Rasldentinl Addres Indi . ’ Y '
Bu!un.hy Dellvery: No, Sh!pplng Insurance: ¢ o -~ o ~ i )
Dellvery Date: ¢ ~ i
Shipping Notes: ) 8 . | ¥
RX NumberFll ID  Meclcation Gty/Units I
8012488 " " SEMAGLUTIDE/RTZ 1600/160 MGG Winl Trache —~  ~ '™ TT Ts ome T e “"30each " 1, {
« Refills:3 ip i
o Directions: DISSOLVE 1 TROUCHE UNDER TONGUE IN THE MORNING 15 MINUTES PRIOR TO FOQD AND DRINK. 1!
« Dispensation: Therapeulically equivalent generic drug may be substituted
« Days Supply: 30
e [N e e - - . . - - . PR - i
. | ]
;
!
. i '
ook
o
INRE
b
Ed = )
|
;o
| !
| b
| I
|
.
i [
Rx: 801249 Written: 3 |
Pati N 2/CHROMIUM PI E |-
atip B: Strength: JDUOMCGHOOMQGISOOMCWtz SMG . il
mm_o_r«mg;_g N
zaleb He an nsed: 30 | P !
Doctor Address 165 8.1 Unlon Blvd. Suite 800 chons, DISSOLVE 1 TROUCHE UNDER TONGUE IN THE MORNING 15M.NU1'ES
PRIOR TO FOOD AND DRINK.
tor DEA: FH7478402 Refills: 3
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Written Date:
Message ID;

Type:
Patient:

Drug:

Sig:
Refills:

‘Prescriber:

Supervisor:

Notes:

08/23/2023
2501111M631973H16653
NewRx

Strive Pharmac
11405 E. Briarwood Ave. Ste. 300 Englewood CO 80112

Surescripts RX information

SEMAGLUTIDE 750 MCG TROCHE (UNIT(S)). QTY: 30

Dissolve 1 troche under tongue once daily at noon at least 15 minutes before food/drink
1  Substitution Allowed

WHITING, HEATHER

5420 S Quebec St #100  Englewood, CO, 801112803

Phaone: 3032216797 NPI: 1104007202 DEA: MJ1668803 SPI:
6135021007011

**Please call patient with cost and delivery options. Thank you!

»

|
\L
|
!; |1 ’
it ] I
1 ‘ ‘
; |
4 ’
! |
- Date Written. :
Patient Name:, Nam 2/CHROMIUM PIC/PYRIDOXINE .
' A : . 0 A 8022 ua _\_"-:‘ '—9-1'..; - ot ‘
Qﬂg{@ma HEATHER wagmg Quantity D £ i
Doclor Address: 5420 S Quebec St rections: DISSOLVEi TROCHE UNDER TONGUE ONCE DAILY AT NOON AT
- EAST RE FOOD/DRINK
[Doctor DEA: MJ1668803 ] :
\
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Location

Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar
Strive Phar

Script num Patient nar Prescriber DEA

9012744 Rosen, Ben MARTINEZ BM875571 6/2/2023 8/30/2023 OLYMPUS | 201U/1MG,
9014100 DAUER, VIt MALLORY , BM701636 7/19/2023 8/30/2023 CIC/IPAMC 1000/1000
9014750 Marsh, Ste FLAUDING, MF429729 8/10/2023 8/30/2023 ESTRADIOL 0.5/100/4 |
9015320 GODWIN-C DICKMAN, BD365741( 8/28/2023 8/30/2023 TESTOSTEF 15 MG
9014922 MCDONAL WILKINSO! MF229336: 8/14/2023 8/30/2023 CIC/IPAMC 1000/1000
9015007 McLaughlir STOESZ, ER MS404022. 8/17/2023 8/30/2023 PROGESTEI 225 MG
9015173 SKRAMSTA ALUMBAUI MA424515 8/23/2023 8/30/2023 TESTOSTER 7.5 MG
9015252 Crow, Sanc WEIR, RON MW70367! 8/23/2023 8/30/2023 NALTREXO 3 MG
9015186 HARTLEY, k CARNAHAI BC937248¢ 8/23/2023 8/30/2023 IVERMECTI 16 MG
9015197 Berges, Ho STOESZ, ER MS404022 8/23/2023 8/30/2023 HAIR FORC 250mg/12.
9015316 Daniel, Cec DECKER, Al MD616589 8/24/2023 8/30/2023 TESTOSTER 20 MG/GNV
9015253 Alumbaugt ALUMBAUC MA424515 8/25/2023 8/30/2023 BENZOCAII 20/6/4% Li
910421 Giellis, Chr: Gattoni, Le MG151950 3/13/2023 8/30/2023 POWER HA 5/0.025/0..
9012107 Pope, Barb Stoneberge MS318644 5/10/2023 8/30/2023 BIEST/DHE. 1.8/6.5/0.5
9015306 Smith, Catt Russak, Flo AR2330227 8/28/2023 8/30/2023 BIEST/PRO 2.5/50/2 v
9015305 Montemar Benson, Ki: MB799035 8/28/2023 8/30/2023 BIEST/PRO 1/100/2.5 |
9015288 Orozco, Mi FLAUDING, MF429082' 8/25/2023 8/30/2023 DIAMOND 10/5/0.01/
9015313 Lowe, Mat LARNER, D ML117732: 8/28/2023 8/30/2023 BPC-157 Ci 1 MG
9013031 Edman, Jar Morrison, | FM205761' 6/13/2023 8/30/2023 BACLOFEN, 2/10/10/5¢
9015321 Sims Plank, FLAUDING, MF429082' 8/28/2023 8/30/2023 ESTRADIOL 0.5/100/6 |
9015366 Harney, Nz CARLSEN, L MC627198 8/28/2023 8/30/2023 SEMAGLUT 500MCG/1
9015357 Garcia, Car Russak, Flo AR233022; 8/28/2023 8/30/2023 NALTREXO 3 MG
9015367 HRITZ, DA\ Mcintosh, | MM331827 8/29/2023 8/30/2023 IVERMECTI 36 MG
9015382 Hritz, peyt« Mcintosh, t MM33182: 8/29/2023 8/30/2023 IVERMECTI 19 MG
9015368 Hritz, Chlot Mcintosh, t MM33182 8/29/2023 8/30/2023 IVERMECTI 21 MG
9015369 HRITZ, ANL Mcintosh, t MM33182° 8/29/2023 8/30/2023 IVERMECTI 13 MG
9015352 Hoskins, C¢ FLAUDING, MF429729 8/28/2023 8/30/2023 EPHEDRINE 25/200/81
9015354 Noland, Jar FLAUDING, MF429082' 8/28/2023 8/30/2023 BPC-157 C: 1 MG
9015359 MOULTHR( Bruice, Ker BB419632< 8/28/2023 8/30/2023 IPAMOREL 1000/1000
9015374 Holmes, RF PIERSON, TOD 8/29/2023 8/30/2023 Ondansetri 4mg
9015360 Austin, Prir FLAUDING, MF429082 8/28/2023 8/30/2023 82F S(MIN( 5/0.25/0.0:
9015362 Fightmaste FIGHTMAS MF301882 8/29/2023 8/30/2023 AOD 9604 1000 MCG
9015381 Emerson, F PIERSON, TOD 8/29/2023 8/30/2023 Ondansetri4mg
9015377 Wagner, St HEISSER, S| MH221872 8/29/2023 8/30/2023 TESTOSTEFR 10 MG/GNV
9015409 Fehn, Brad Anselmi, Ec BA737453¢ 8/29/2023 8/30/2023 IVERMECTI 15 MG
9015373 Collins, Sta FLAUDING, MF429082' 8/29/2023 8/30/2023 ESTRADIOL 1/6 MG
9015386 ARCHULET, HUNT, RAC MH587796 8/29/2023 8/30/2023 AOD 9604 1000 MCG

9015385 Romero, Lz PIERSON, TOD 8/29/2023 8/30/2023 Ondansetri4mg
9015383 PIPER, MIR Bruice, Ker BB419632¢ 8/29/2023 8/30/2023 IPAMOREL 1000/1000
9015406 HURT, DAV HURT, DAVID 8/30/2023 8/30/2023 Ceftriaxont 500mg

9015387 Schultz, Ca Russak, Flo AR233022; 8/29/2023 8/30/2023 TESTOSTER 1 MG
9015397 Mclerran, Yoder, Ann MO169345 8/29/2023 8/30/2023 NALTREXO 3 MG
9015390 Tisdale, Kel STOESZ, ER MS404022: 8/29/2023 8/30/2023 TESTOSTER 6 MG/GM
9015403 Fabian, Ma KESLER, CAMILLE 8/30/2023 8/30/2023 Ondansetri4mg
908398 VanNote, # ALUMBAU( MA424515 ####u# 8/30/2023 PROGESTEI 225 MG
9015396 Bosshart, TLARNER, D' ML117732. 8/30/2023 8/30/2023 NATURE T 32.5 MG
9012434 Young, Gin Mooney, Js MM16647; 5/19/2023 8/30/2023 NALTREXO 4.5 MG
910254 PERRET, D/ HEISSER, S| MH221872 3/6/2023 8/30/2023 TESTOSTER 3 MG
9011860 MAYNARD, YEMAN, JO MY418872 5/2/2023 8/30/2023 TESTOSTER5 MG/GM
9012297 FAIR, ELISE RITCHIE, St ML134066! 5/16/2023 8/30/2023 CIC/IPAMC 1000/1000
9015410 McDonald, Logan, Sha ML232903: 8/30/2023 8/30/2023 PROGESTE! 225 MG
9015400 Lips, Laurie VARNER, JEFFREY 8/30/2023 8/30/2023 MAGIC MC 150ML/201
9015405 Miller, Sha FLAUDING, MF429729 8/30/2023 8/30/2023 OXANDROI 50 MG
9015408 Reardon, NBLUMENTH MB253242 8/30/2023 8/30/2023 AOD 9604 500 mcg
9015411 Rutledge, E LARNER, D' ML117732 8/30/2023 8/30/2023 BPC-157 M 1 MG
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COLORADO

Department of
Regulatory Agencies

Division of Professions and Occupations

PERSONAL AND CONFIDENTIAL

September 25, 2023

Strive Pharmacy Denver LLC
Attn: Pharmacist Manager
11405 E Briarwood Ave Ste 300
Centennial, CO 80112-3848

Sent via email to: mike@strivepharmacy.com
Case No. 2023-5699 -
Dear Strive Pharmacy Denver LLC

The above referenced case concerning the complaint filed against you was recently reviewed by our
office. After thorough review and discussion, it was determined that the matter does not warrant the
commencement of formal proceedings against your license. Please be advised that the decision was
based on the conclusion that there was no reasonable cause to warrant further action at this time.
Therefore, the Board is dismissing the case with the issuance of this confidential letter of concern to
you.

Compounding a drug, semaglutide sodium salt, in a form that is not approved by the FDA, and then
failing to properly document the appropriate prescription orders, violates Board Rules 11.01.00,
11.02.00(a)(3) and 11.04.10, which in turn violates sections 12-280-126(1)(c(l)(I1)(!ll) and (k), C.R.S.

It is the expectation of the Board that, if you have not already done so, you will take prompt steps to
prevent a recurrence of this type of situation. As noted above, the Board has dismissed this case and
considers this matter closed; however, this confidential letter of concern will remain on file for five (5)
years. Moreover, this case may be reopened if another complaint is received that suggests additional
review is warranted.

Thank you for your cooperation and attention in resolving this matter. If you have further questions or
concerns, please visit our website at dpo.colorado.gov or contact our office by calling (303) 894-7800.

FOR THE COLORADO STATE BOARD OF PHARMACY

»{";"m{}h""vwﬂ-

Dmitry Kunin

Senior Program Director
Colorado Pharmacy Board

Alexander L Snyder, Respondent Attorney: Alex.Snyder@quarles.com

Please complete a short survey at https://www.surveymonkey.com/r/B5JR27T regarding aspects of the service you
received. Your anonymous response will be used to evaluate the service experience and to identify areas where
improvements may be appropriate.

1560 Broadway, Suite 1350, Denver, CO 80202 P 303.894.7800 F 303.894.7692 dpo.colorado.gov

StrivePharmacy150
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DEPARTMENT OF HEALTH AND HUMAN SERVICES ?
FOOD AND DRUG ADMINISTRATION bl
TISTRICT ADDRESS AND PHOGNE NUMBER DATE(S) OF INSPECTION

]
i20i Mainr Street, Suite 7200 8/14/2023-5/8/2023* J
'
f

FEI NUMBER

Dallas, TX 75202
(214)253-5200 Fax: (214)253-5314 3015826734
ORAPHARM2_RESPONSESEfda.hhs.gov

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT ISSUED
Christopher C. Freeman, Pharmacist in Charge ‘

FIRM NAME STREET ADDRESS - [ : v

Strive Pharmacy Texas LLC dba Strive 1430 S Main St Ste 105

Pharmacy g l

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLUISHMENT INSPECTED T

Boerne, TX 78006-3334 Producer (Compounder) of Sterile &hNop—
sterile Drug Preducts !‘L '

T

This document Jists obsetvations made by the FDA representative(s) during the inspection of your facility. They are mspectl(m.'slll ,
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regardmg an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the o Jjectlcm or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.
2
DURING AN INSPECTION OF YOUR FIRM | OBSERVED: b

OBSERVATION 1
The facility deSIgn was observed to allow the influx of lesser quality air into a classified area co’t}'1

higher quality air. i

i
a;ihing

Specifically, | | [

A. During an inspection of your ISO 7 classified cleanroom, a gap approximately 2-inches W!ld was
observed between the edge of the flap and the modular cleanroom corner, along the back walL of
the cleanroom. The opening exposes the cleanroom, which houses an ISO 5 classified l,llood
where drug products intended to be sterile are produced, to the lower quality air of the|
surrounding unclassified space (i.e., the “general pharmacy area™). It is further observed tha{ this
unclassified space houses difficult to clean items, particle generating equipment (e.g., aﬁtoéla{'e)
and is where non-sterile hazardous drug products are produced. iR .

B. Your unclassified pass-through, used to transfer materials between the ISO 7 classified | | |
cleanroom and the unclassified general pharmacy area may allow the influx of lower quahty air
into the cleanroom, which houses an ISO 5 classified hood where drug products intended to be
sterile are produced. The pass-through is not supplied with HEPA-filtered air. It is further: |
observed that this unclassified space houses difficult to clean items and particle generatmg

. equipment (e.g., autoclave). . - -

OBSERVATION 2 i
Personnel performed aseptic manipulations with exposed hair or skin.

i

p [
- EMPLOYEE(S) SIGNATURE DATE‘IISEUEDJ ]
SEE REVERSE | Camerscn E Moore, Investigator 9/8/2023
OF THIS PAGE E l
t . X : - .
1
FORM FDA 483 (09/08) PREVIOUS EDITIGN OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 1 of 3 PAGES )

StrivePharmacy1 l52




DEPARTMENT OF HEALTH AND HUMAN SERVICES I]I T
FOOD AND DRUG ADMINISTRATION i

MSTRICT ADDRESS AND PHONE NUMEER DATE(S) OF INSFECTION J ;' i fl J
1201 Main Street, Suite 7200 8/14/2023~9/8/2023* o

FEI NUMBER O 1
Dallas, TX 75202 5015826784

{214)253-5200 Fax:{214)253-5314
ORAPHARM2 RESPONSESE@fda.hhs.gov

NAME AND TITLE OF INCIVIOUAL TO WHOM REFORT ISSVED

Christopher C. Freeman, Pharmacist in Charge

| |

FIRM NAME STREET ADDRESS ' :

Strive Pharmacy Texas LLC dba Strive 1430 8 Main St Ste 105 I[

Pharmacy . L

CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 1

Boerne, TX 78006-3334 Producer (Compounder) of Sterile &INonﬂ
sterile Drug Products

Specifically, on 8/14/2023, during aseptic processing observations, I observed your firm’s compoun'ding
pharmacy technician exhibit poor aseptic practlces by allowing her head to cross into ISO5 LAF umt]
exposing facial skin and hair while processing the drug product, Semaglutide/B12 2/1 mg/ml (Jml) Inj.,
Lot ID LG10989644, Date Made 8/14.2023/ Expiry 9/28/2023 drug product intended to be sterile.

OBSERVATION 3 . o I J
Failure to appropriately and regularly clean and disinfect or sterilize equipment located in the ISQ 5 !
area. !

[

Specifically, vial crimpers are stored in the unclassified area. When transferred to the ISO 7 cla351ﬁed
cleanroom, and then to the ISO 5 classified hood, they are subject only to sanitization by spraymg x!\rlth
sterile isopropyl alcohol and w1pmg with a sterile wipe. Considering their design (i.e., moving parts and
small, difficult to access crevices, etc.), there is no assurance your method of cIeamng is effectlve in: l(l)
disinfecting the crimpers, and (2) removing debris and other reside. Consequently, use of the crlmpers in
this manner, without adequate cleaning and disinfection poses a contamination risk to your dmg
products.

H

OBSERVATION 4 o
Cleaning of equipment and glassware is inadequate. l [
o be

Specifically, prior to sterilization, glassware, and utensils, used to produce drug products mtended
sterile, are cleaned and sanitized with household detergents, including Dawn dish detergent (for hand
washing) and Cascade Platinum Plus pods (for dishwashing machine). There is no assurance that  your
cleaning process is adequate to remove detergent residue from glassware and other utensils.

Sl L
1

*DATES OF INSPECTION J‘""‘ J
8/14/2023(Mon), 8/15/2023(Tue), 8/16/2023(Wed), 8/17/2023(Thu), 8/18/2023(Fri), 8/211’2023(M0n),
8/22/2023(Tue), 8/23/2023(Wed), 8/24/2023(Thu), 8/25/2023(Fri), 8/28/2023(Mon), 9/08/2023(Fr1)
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FORM FDA 433 (09/08) PREVICUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 2 of 3 PAGES
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DEPARTMENT OF HEALTH AND HUMAN SERVICES rill ¥ i}
FOOD AND DRUG ADMINISTRATION AIXMH
DISTRICT ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION N | ri
1201 Main Street, Suite 7200 8/14/2623-9/8/2023* gghl[
Dallas, TX 75202 FEINUMBER [
(214)253~5200 Fax: (214)253-5314 3015826784 '.’f i
ORAPHARMZ2 RESPONSES@fda.hhs.gov ; | H |
H [
NAME AND TIiLE OF INDIVICUAL TO WHCM REPORT ISSUED ‘1 : 1, i “
Christopher C. Freeman, Pharmacist in Charge jjf;,
FIRM NAME STREET ADDRESS i R [
| i |
Strive Pharmacy Texas LLC dba Strive 1430 S Main St Ste 105 o
Pharmacy i
CITY, STATE, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED ‘| i ‘ i
Boerne, TX 78006-3334 Producer ({(Compounder) of Sterile @'yog—
sterile Drug Products i,,hl
r l F
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I
.
B
|
!
.
| r
!
L' |
19 |
¢ |
: |
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l hi
L 3
'
|
i
: |
i
’ - ! | tot .
EMPLOYEE(S) SIGNATURE DATE: Ilssu:El"::i ‘
| SEE REVERSE | Camerson E Moore, Investigator 9/&[2023 -
a ety .
1 OF THIS PAGE ]
| X :
oo
. ?
FORM FDA 483 (09/08) PREVIOUS EDITION OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 3 of 3 PAGES :
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The observations of objectionable conditions and practices listed on the front of this form
are reported:
1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or

2. To assist firms inspected in complying with the Acts and regulations enforced by the
Food and Drug Administration.

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or
employee making the inspection shall give fo the owner, operator, or agent in charge a

report in writing setting forth any conditions or practices observed by him which, in his |
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) |
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has |

been prepared, packed, or held under insanitary conditions whereby it may have become
contaminated with filth, or whereby it may have been rendered injurious to health. A copy
of such report shall be sent promptly to the Secretary.”
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Re: Response to FDA's Observations on form 483 dated September 9, 2023, issues to
Strive Pharmacy Texas LLC.

Dear Mr. Moore:

This letter is in response to the observations made by the U.S. Food and Drug
Administration

(the “FDA) on form 483 issued on September 9, 2023, as a result of an inspection of
Strive Pharmacy Texas LLC (“Strive™) conducted from August 14, 2023 to September 8,
2023. The inspection took place at Strive’s 503A pharmacy facility located at 1201 Main
Street, Suite 7200, Dallas, TX 75202.

Strive is committed to upholding the highest standards for pharmaceutical compounding,
and always seeks to continually improve in making quality pharmaceuticals for our
patients.

Strive has carefully considered all of FDA comments and recommendations throughout
the inspection and will implement appropriate changes and corrective actions.

With regard to the observations from the FDA form 483, below are those observations,
followed by Strive’s response.

Below are each of the 483 observations followed by our response.
Observation 1.A.

The facility design was observed to allow the influx of lesser quality air into a classified
area containing higher quality air. Specifically,

A. During an inspection of your ISO 7 classified cleanroom, a gap approximately 2-
inches wide was observed between the edge of the flap and the modular cleanroom
corner, along the back wall of the cleanroom. The opening exposes the cleanroom,
which houses an ISO 3 classified hood where drug products intended to be sterile
are produced, to the lower quality air of the surrounding unclassified space (i.e.,
the “general pharmacy area”). It is further observed that this unclassified space
houses difficult to clean items, particle generating equipment (e.g., autoclave),

and is where non-sterile hazardous drug products are produced.

| { 8308165911 830 816 59‘&1 _ 5 texas}‘stﬂvepharmacy com _ str:veg:»harmacy .com

14 O S Mam Street Sutﬁe TC}S Boeme ‘E‘exas ?8006
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Strive Response

Strive recognizes the issue this observation potentially represents. Strive would
like to note that even with this design deficiency, this sterile compounding suite still
passes all certifications and holds required positive pressure. To permanently address the
concern, the primary objective is to repair the gap spanning approximately 2-inches wide
and prevent any risk of lesser quality air entering the ISO 7 classified cleanroom (which
contains the ISO 5 classified hood). Once this gap is repaired, Strive will provide the
FDA with a supplemental response evidencing the change. In the interim, Strive has
implemented additional environmental monitoring of space. To that end, Strive personnel
will verify the air pressures are within range up to three times a day. Simultaneously,
personnel will collect viable samples in both the ISO 5 and 7 classified areas daily to
ensure that the area continues to meet USP 797 requirements and document accordingly.

Observation 1.B.

B. Your unclassified pass-through, used to transfer materials between the I1SO 7
classified cleanroom and the unclassified general pharmacy area may allow the
influx of lower quality air into the cleanroom, which houses an ISO 5 classified
hood where drug products intended to be sterile are produced. The pass-through is
not supplied with HEPA-filtered air. It is further observed that this unclassified
space houses difficult to clean items and particle generating equipment (e.g.,
autoclave).

Company Response

Strive understands that the unclassified pass-through used to transfer materials
between the 1SO 7 classified classroom and the unclassified general pharmacy area may
contribute to the influx of lower air quality to the area where sterile drug products are
produced. Due to this issue, Strive personnel no longer use this pass-through to prevent
any risk or concern of lesser quality of air moving forward.

Observation 2.

Personnel performed aseptic manipulations with exposed hair or skin.

Company Response

In order to preserve the good compounding practices, Strive must adhere to
expected standards of pharmaceutical compounding expected of a S03A pharmacy
facility. Strive’s goal remains to reduce additional incidences of this observed issue
occurring moving forward. As such, pharmacy personnel have received additional
training regarding aseptic manipulations and the relevant policies and procedures have
been addressed.

0.816.5911 ¢ 830.816. - texas[wstrwepharmacy com str;vepnarmacy com

]430 S Mam Str et S.u"g ' 105 aoerne Texas 78006




Observation 3.

Failure to appropriately and regularly clean and disinfect or sterilize equipment
located in the ISO 5 area.

Specifically, vial crimpers are stored in the unclassified area. When transferred
to the ISO 7 classified cleanroom, and then to the ISO 5 classified hood, they
are subject only to sanitization by spraying with sterile isopropyl alcohol and
wiping with a sterile wipe. Considering their design (i.e., moving parts and
small, difficult to access crevices, etc.), there is no assurance your method of
cleaning is effective in: (1) disinfecting the crimpers, and (2) removing debris
and other residue. Consequently, use of the crimpers in this manner, without

adequate cleaning and disinfection poses a contamination risk to your drug
products.

Company Response

While not considered industry standard, Strive plans to acquire vial crimpers that
are autoclavable. At this time, we have not found any that are autoclavable. As
autoclaving would be the ideal situation to ensure decontamination, we will continue to
look for this product. In the interim, Strive continues their policy of disinfecting,
sanitizing, and cleaning vial crimpers prior to each use. Strive’s pharmacy personnel are
aware of the concerns raised regarding the design of vial crimpers and the ability to
prevent contamination risk to compounded drug products. As such, the pharmacy
personnel have been retrained to ensure the vial crimpers are effectively disinfected and
debris removed so as to address any concerns raised by this observation.

Observation 4

Cleaning of equipment and glassware is inadequate.

Specifically, prior to sterilization, glassware, and utensils, used to produce drug
products intended to be sterile, are cleaned and sanitized with household
detergents, including Dawn dish detergent (for hand washing) and Cascade
Platinum Plus pods (for dishwashing machine). There is no assurance that your

cleaning process is adequate to remove detergent residue from glassware and
other utensils.

Company Response

In response to this observation, Strive has discontinued the use of various
household cleaners (i.e., Dawn Dish Detergent, Cascade Platinum Plus Pods) and have
implemented the use of Contrad NF. This product is particularly recommended for

L B30.816.5911 exasigzstnvepharmacy com stnvepharmacy com
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critical cleaning of labware and high-pressure cleaning applications. See Attachment 1.
Switching to a product specifically designed with lab equipment and glassware in mind
removes any concern of detergent residue being present after the cleaning process.

You, (Mr. Moore), also made several informal comments that were not included as
observations in the form 483. We are actively reviewing those comments and will make
any changes or corrections required to meet the highest standards of patient safety, and
with the legal requirements for pharmacies under the Food, Drug, and Cosmetic Act, and
appropriate state law.

Please do not hesitate to contact Christopher Freeman at cfreeman@strivepharmacy.com
if you have any questions or concerns.

Respectfully,

Christopher Freeman
Pharmacist-in-Charge

Strive Pharmacy

1430 South Main St., Suite 105
Boerne, TX 78006

L 830.816.5911 8308165911 | texas@strivepharmacy.com @ strivepharmacy.com

.1_430 S Ma_i'h Street S_ui;teﬁO.S Boerne, Texas 78006
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Lot Tnc. CONTRAD
Nir

Contrad® NF is a non-foaming concentrated liquid detergent designed for high-
E ] pressure cleaning applications — laboratory and industrial automatic washing machines,
? CIP systems, steam washers, etc. Phosphate-free and chlorine-free, Contrad® NF
is particularly recommended for critical cleaning of labware, where total rinsability
4 and residue-free results are vital; and for plant cleaning, such as biotechnology and
£ ﬁ pharmaceutical production equipment.

DIRECTIONS FOR USE: Contrad® NF should be diluted using deionized or
distilled water where available to avoid the likelikhood of precipitating hardness salts
from untreated water. Similarly, for best results, deionized or distilled water should be
used for rinse cycles.

Dispense Confrad® NF according to labware washing machine manufacturer’s
instructions. If you do not have an automatic dispensing unit, calculated the gallon
volume in the dishwasher’s wash cycle, Add one oz. of Contrad® NF per gallon of
water to arrive at a solution suitable for most applications. The concentration can be
increased if contaminants are difficult to remove.

Contrad® NF is stable across a wide temperature range and may be used with cold or hot water wash
systems. It is totally non-foaming, although it may create mild saponification when used in removing proteins,
Rinse thoroughly while still wet.

RINSAEBILITY: Presented as a liquid concentrate, Contrad@ NF presents no solubility problems and has
proven totally rinsable from glass, plastic, and metal surfaces. It contains no chlorine and is considered safe to
use on stainless steel.

FOTAL ORGANIC CARBON: Contrad® NF has a Total Organic Carbon content of 3.7 % by weight in its
concentrated form ATOC analyms may therefore be used to determine rinsed state of a surface cleaned with
Contrad® NI

DISPOSAL: Contrad® NF contains no generally recognized pollutants and therefore may be disposed

directly to drain. It is h:ghly alkallne and some neutralization of effluent may be required.

ECAUTIONARY STZ ENT: Contrad® NF is highly alkaline and must be handled and used with care.
Always wear hand face eye and clothlng protection when handling Contrad NF. Severe eye irritant, treat as
caustic burns.

Rev. 12/2022
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Business, Consumer Services and Housing Agenﬁcy’

Department of Consumer Affairs %_
Gavin Newsom, Governor '

X W~ California State Board of Pharmacy
2720.Gateway Oaks Drive, Suite 100
Sacramento, CA 95833

Bhone: (916) 518-3100 Fax: (916) 574-8614 ‘
www.pharmacy.ca.gov ji ji

September 28, 2023

Rl
DATED MATERIAL ENCLOSED

STRIVE PHARMACY
ATTN: NATHAN LAWRENCE HILL, CEQ Iy

1275 E BASELINE RD STE 104 !
GILBERT, AZ 85233 [ :

RE: Cl2023 101661 -
STRIVE PHARMACY

NRP 2446 i !

i
nt to Business and Profession;,-:!|

g !

The attached Citation, (“Citation”) is being issued pursua
Code section 125.9 and California Code of Regulations, title 16, section 1775 et. seq., for

violations of the laws and regulations that govem the practice of pharmacy in California. (Fo;r’ ;
exact language refer to the Californi ‘

ia Pharmacy Law and Index, located on the Board's webl
site, at www.pharmacy.ca.gov, under Forms and Publications).
!

e iy

=

rences the specific statutes and regulations violated, and
The attached Citation details the conduct that resulted in

The attached Citation refe
defines each violation charged.
issuance of the Citation.

¢

']
N
IT IS YOUR RESPONSIBILITY TO READ THE ENTIRE CITATION AND ri‘ ¥
INSTRUCTIONS, TO UNDERSTAND THE PROCESS FOR CONTESTING THE CITATIO N 1
AND IF CONTESTING THE CITATIONTOR )
FRAMES: ‘ ) ;
. - ‘ i }

t of the Citation by request for an informal Office Conf,ej'ﬁebip!e
oo

1

f the Citation by request for a farmal Appeal must be: !

1
1l
)

ESPOND WITHIN THE FOLLOWING TIME §

!
|

® Qctober 12, 2023: Any cdntes
must be received by the Board.

® October 28, 2023: Any contest o
received by the Board.

»

The issuance of a Citation by the Board of Pharmacy is considered an administrativ;e:‘l i{

action and substantiated resolution of a complaint and/fof investigation. The acceptance of tt}’e

) Citation(s) shall not constitute an admission of the violation(s) charged. Y
i "1 i

G

i o
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Pagge two |
STRIVE PHARMACY i
C12023 101661 |

!

B

0o |

No fine has been assessed with this Citation and no proof of abatement has 1I:oei i

ordered. i

If the Board does not receive a written request to contest this Citation within 30 da*‘f‘/.s o |

the issue date, you will be deemed to have waived your right to contest this Citation. The: !

Citation shall then become the final order of the Board. Please be advised that if not | ! i

contested this Citation will become a part of the Board's records and constitute a publicij;épprd
Ch

for purposes of disclosure.

kS

If you have any questions regarding this Citation please contact Joshua Monfortei*;! by
Citation and Fine Analyst at (916) 518-3014. ‘ i
{

Anne Sodergren g
EXECUTIVE OFFICER ;E i
!

e |
By: = f 1 1!

Joshua Monforte ,

Attachments Citation and Fine Analyst | i!h:

StrivePharmacy1 BQ‘S




INSTRUCTION i
ot
Read the Following Carefully and Thoroughly : t'

Y
- —

You are hereby served with a Citation issued by the Executive Officer of the California State Board of Pharmacy or
her designee. The following instructions are provided to assist you in your timely completion of the Citation process:

Unless contested, Citations are final 30 days from the date of service. Acceptance of a Citations is not an
admission of the violation charged. A Citation becomes part of your record, and remains there for five years, It can be
used as an aggravating factor for future violations. Citations are public information and as such may be re[easedho the

il R

public in accordance with the Public Records Act and Information Practices Act.

|

CONTESTING THE CITATION (CCR §1775.4)
st all or part of your Citation you may request an informal office conference or an appeal be.for{e.i
wish to request both you must submit both forms. if you prevail at the
I shall be deemed withdrawn. Please note that the time frames that alh;qw ;
1 run concurrently. You must submit your request(s) accordirié to

!

if you wish to conte
an administrative law judge, or both. If you
office conference your request for an appea
you to request an office conference and an appea

the following instructions:

REQUEST FOR OFFICE CONFERENCE (CCR §1775.4 subd. (b))

* Complete attached "Request for Office Conference”.
® Mail form to arrive at the Board office no later than October 12, 2023 to the address at the bottorn of th

f
i
i
£
e
¥

form.
® You will be advised by the Board in writing as to the date and time of your appearance.

* You are allowad one postpecnement. | ’
i

An office conference fs not a hearing. Itis an informal discussion of the events that took place, and an opp{)f“tutn'ty
for you to present information and mitigating factors pertaining to the Citation that you would like considered, Thé~ i ‘
Executive Officer and or her designee represent the Board of Pharmacy at this meeting. One other individual [of your:
choice may accompany you to this meeting. Office conferences are not open to the public. There is no discm}:eryj' -
available in this process. You will not be allowed to present.or question witnesses. However, you may presenfv}; any

written statements or documents that you believe are relevant.

tation may be affirmed, modified or dismissed. You will be advised of the |,
decision in writing within 14 calendar days from the date of the conference. If the Gitation is affirmed you will havé'30
days from the date of the decision letter {o comply with the conditions of your Citation. If the Citation is modiﬂé,d,{fgtfe

Gitation originally issued shall be considered withdrawn and a new Citation will be issued. The decision issue‘d_ after :
the office canference shall be deemed to be a final order with régard to the Citation issued, including the " 1

administrative fine levied, and/or an order of abatement.

?
|
o
|
:

After your office conference, the Ci

REQUEST FOR APPEAL (CCR § 1775.4 subd. (a)) |

* Complete attached *Request for Hearing".
 Mail form to arrive at the Board office no tater than October 28, 2023 to the address at the bottom: 5;5 téle

form.
e You will be advised in writing as to the date and time of your hearing. f

An appeal Is a formal adjudicative hearing before an Administrative Law Judge. A Deputy Aftorney General Wili I
represent the Board of Pharmacy at this hearing. These proceedings shall be conducted in accordance withfmg? L
provisions of Chapter 5, commencing with Section 11500 of Part 1 of Division 3 of Title 2 of the Government:Gode.

ed documents please contact Joshua Monforte, Citation and Fine

I

:Ifydli have any questions regarding any enclos
Analyst at (916) 518-3014.
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DEPARTMENT OF CONSUMER AFFAIRS

T e Mdnalel

Citation Number |Name, License No

BOARD OF PHARMACY

STATE OF CALIFORNIA - |
CITATION H

e

C1 2023 101661

ISTRIVE PHARMACY, NRP : 2446

P UV [ paigteinia S S A

L

[JURISDICTION: Bus. & Prof. Code§4314 CCR t|t1e16 §1775 Bus. & Prof. Code § 4301, subd. p)‘:P'ﬁ"}J

[—— ‘f’ i_ ..1'.__

'VIOLATION CODE SECTION
Tifle 21 US Code § 353a subd.
(a)(b){(1)(A)

-it

T ———

L ~ OFFENSE I
(a) In generai Sections 351 (a)(2)(B), 352(f)(1), and 355 of thls
title shall not apply to a drug product if the drug product |[s[
compounded for an identified individual patient based{on the
receipt of a valid prescription order or a notation, approved by
the prescribing practitioner, on the prescription order; that a
compounded product is necessary for the identified patrent ,lf
the drug product meets the requirements of this sectlonF ( }
Compounded Drugs (1) A drug product may be compo‘undied
under subsection (a) if the licensed pharmacist... (A) |
compounds the drug product using bulk drug substances as
defined in.. N RE

‘ 1alt

ey e by e A [P

Title 21 US Code § 353a subd.
(a)(b}(1)(D)

{a) In general Sections 351(a)(2)(B), 352(f)(1 ), and 355 [of tl',us
title shall not apply to a drug product if the drug product IS
compounded for an identified individual patient based on the

the prescribing practitioner, on the prescription order that a
compounded product is necessary for the identified patlent if
the drug product meets the requirements of this sectlpln ..l (b)
Compounded Drugs (1) A drug product may be compounded

under subsection (a) if the licensed pharmacist.. L(D)
compounds the drug product using bulk drug substances as
defined in.. "' i

receipt of a valid prescription order or a notation, approyed by

CCR, Title 16, § 1751.7 subd.
(el1)

Sterile Compounding Quality Assurance and Process {

Validation; Batch-produced sterile drug preparatlons [

compounded from one or more non-sterile mgredrent’s shall
be subject fo... r ! i

CCR, Title 16, § 1735.2 subd.
{d)(3)

Compounding commericially available producfs

j
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Bus. & Prof. Code § 4169 subd.
(2)(2)/Health & Safety Code §
111295/Title 21 USC §
351(a)(1)(2)(A)(B)/Health &
Safety Code § 111255/Health &
Safety Code § 111250

Prohibited Acts; Purchase, trade, sell, or transfer dangerous 1
drugs to that the person knew or reasonably should h‘évé"
known were adulterated.../ It is unlawful for any persoﬁ %” !

rnanufacture, sell, deliver, hold, or offer for sale any er:l’Q or {

device that is adulterated./ Adulterated drugs and deviqfésA |
drug or device shall be deemed to be adulterated—-—(é’) o

Poisonous, insanitary, etc., ingredients; adequate contrpls‘,!in‘

manufacture (1) If it consists in whole or in part of any filthy,

putrid, or decomposed substance; or (2)(A) if it has bgfa"é'r{ ‘
prepared, packed, or held under insanitary condiﬁor"nf?’
whereby it may have been contaminated with filth, or whereb

it may have been rendered injurious to health; or (B) if ft lis h
drug and the methods used in, or the facilities or controls

used for, its manufacture, processing, packing, or holdi}iﬁi )

not conform to or are not operated or administered :i_ii,nf
conformity with current good manufacturing practice " Any
drug or device is adulterated if it has been producejf:l, i
prepared, packed, or held under conditions whereby it may |

have been rendered injurious to health/Any drug or device Is

[« L
ov_2_<

Bus. & Prof. Code § 4301 subd.
(b)

Unprofessional Conduct - Incompetence.’ Il ! ii
L1

putrid, or decomposed substance 1

CONDUCT.:

Use of a non-compliant bulk drug substance: 21 U.S.C. 353a(a)}{(b}1)(A), |
s, section 503A (a) In General. --Sections 351(a)(2)(B), 352(f)(1), and i .

compounded drug

355 of this title shall not apply to a drug product if the

identified individual patient based on the unso
escribing practitioner, on the prescription order that a

ssary for the identified patient. (b) compounded drugs (1) i ;!

notation, approved by the pr
compounded product is nece

Licensed pharmacist and licensed physicia
subsection (a) if the licensed pharmacist or ficensed physician (D) d

regularly or in inordinate amounts (as defined by the Secretary) any drug products that are

essentially copies of a commercially availab
drug product may be compounded under su

licensed physician— (A) compounds the
he Secretary published at section 207.3(a)(4) of title 21 of the

ns— (i) that—(l) comply with the standard of an applicable

defined in regulations of t
Code of Federal Regulatio

United States Pharmacopoeia or National
and the United States Pharmacopoeia chapter on pharmacy com
monograph does not exist, are drug su

the Secrétary: or (Ili) if such.a monograph does not exist and the s
pproved by the Secretary, that appear on a list developed by the

component of a drug a

Secrétary through regulations issued by the Secretary
Pharmacy(NSC 101707} located at 1275 E. Baseline
was not compliant. Specifically, Strive Phafmacy compounde
when making semaglutide/cyanocobalamin. Semdglutide so ,
drug substance in an approved drug, and is not on the list

drug monograph, itis not a

TR

adulterated if it consists, in whole or in part, of any ﬁgﬁpy, l
i ' I E

+

%

!

s s

drug product is compounded for an
ficited receipt of a valid prescription order or a

n. A drug product may be compounded under

oes not compound |
i
le drug product. (b) compounded drugs (1) A |1 |
bsection (a) if the licensed pharmagcist or F? '
b
|
!

drug product using bulk drug substances, as

! ]

Formulary monograph, if a monograph exists,
pounding : (Il) if such a
\bstances that are comporients of drugs approved by,
ubstance is not a ;

]
'under subsection (d). Strive i i
Road, Suite 104, Gilbert, AZ 85233
d with semaglutide sodium | *¢ ;
dium does ot havea USP | ',

{
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) apprc?ved by the Secretary (21 CFR 216.23). This is a violation of 21 U.S.C.
353a(a)(b)(1)(A), compounded drugs, section 503A. ,
|

Compounding & copy or essentially a copy of a commercially available drug product:
21 U.S.C. 353a(a)(b)(1)(D) section 503A Pharmacy compounding states (a) In General. - ¢
Sections 351(a)(2)(B), 352(f)(1), and 355 of this title shall not apply to a drug product if the aj
drug product is compounded for an identified individual patient based on the unsolicited
receipt of a valid prescription order or a notation, approved by the prescribing practitioner,
on the prescription order that a compounded product is necessary for the identified patient. | !
(b) compounded drugs (1) Licensed pharmacist and licensed physician. A drug product o
may be compounded under subsection (a) if the licensed pharmacist or licensed physician
(D) does not compound regularly or in inordinate amounts (as defined by the Secretary) ﬁ
] ]
i

any drug products that are essentially copies of a commercially available drug product. As
related to 21 U.S.C. 353a(b)(1)(D)(2) which states Definition.-—-For purposes of paragraph
(1)(D), the term "essentially a copy of a commercially available drug product’ does not ;
include a drug product in which there is a change, made for an identified individual patient, |
which produces for that patient a significant difference, as determined by the prescribing
practitioner, between the compounded drug and the comparable commercially available
drug product. Strive Pharmacy (NSC 101707} located at 1275 E. Baseline Road, Suite

104, Gilbert, AZ 85233 was not compliant. Specifically, on ali 90 i ;
semaglutidelcyanocobalamin compounded prescriptions reviewed, none identified the need ;

for a compounded product for the prescribed patients and none contained statement of
significant difference from the commerically available drug product rieed for the prescribed |

patients. Futhermore, the semag '

lutide/cyanocobalamin were compounded regularly and in |

inordiante amounts while commercially available. The compounded
semaglutide/cyanocobalamin was a copy or essentially a copy of a commercially available
drug product. Thisis a violation of 21 U.S.C. 353a(a)(b)(1)(D).

Failure to perform compliant end product testing: California Code of Regulations

1751.7(e)(1) Batch-produced sterile drug preparations compounded from one or more non- |
sterile ingredients, except as provided in paragraph (2), shall be subject to documented end

product testing for sterility and pyrogens and shall be quarantined until the end product
testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP i
chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per |
USP chapter 85 limits, before dispensing. This requirement of end product testing

E
1
]
confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply ] '? l
[
!
}
:

————
= e e ey i

regardless of any sterility or pyrogen testing that may have been conducted on any e
ingredient or combination of ingredients that were previously non-sterile.” Strive Pharmacy it’ :
(NSC 101707) located at 1275 E. Baseline Road, Stiite 104, Gilbert, AZ 85233 was not !
compliant. Specifically, on at least 39 lots of non-sterile to sterile |
semaglutide/cyanocobalamin were compounded, filled and dispensed did not have proper i
USP chapter 71 end product sterility testing. Instead sterility were performed with Scan
RDI which is not a USP chapter 71 compliant method of sterility testing. Furthermore, after]
being educated and issued a correcton on 4/12/2023 for the requirement to comply with %;-l’ o
USP chapter 71 sterility testing requirments,Strive Pharmacy compounded and dispensed ||
9 additional non-compliant lots into California. This is a violation of Califorria Code of Ho ’

Regulations (CCR) section 1751.7{e)(1).

| !.
- |

é




’ Compounding & copy or essentially a copy of one or more commercially availabie b g }

drug product: California Code of Regulations (CCR) section 1735.2(d)(3) staies no

pharmacy or pharmagist shal

essentially a copy of one or more commercially available drug products, unless that drug
product appears on an ASHP (American Society of Health-System Phammacists) or FDA list
e of compounding and at the time-of dispense,
drug preparation is justified by a specific, documented f d |
t prior to compounding. The pharmacy shall i |

of drugs that are in short supply at the tim

and the compounding of that

medical need made kriown to the pharmacis

{ compound a drug preparation that: (3) is a copy or

retain a copy of the documentation of the shortage and the specific medical need in the

pharmacy records for three years from the date of receip
to CCR section1735.1(k) which states “Copy or essentially a copy” of a commercially |
available drug product includes all preparations that are comparable in active ingredients to ! i
commercially available drug products, except that it does not include any preparations in H ;
ge, made for an identified individual patient, which produces | !
nificant difference, as determined by a prescribing practitioner, h;
on and the comparable commercially available drug
SC 101707) iocated at 1275 E. Baseline Road, Suite 104,
y, on 90 semagiutide/cyanocobalamin

which there has been a chan
for that patient a clinically sig

between that compounded preparati

product. Strive Pharmacy (N

Gilbert, AZ 85233 was not compliant. Specificall
compounded prescriptions reviewed, none identified any drug shortages at the time of ;.FE

compounding or at the time of dispense. Additionally, there were no documentations made

known to the pharmacist prior o compounding of medical need. The compounded

semaglutide/cyanocohalamin was a copy or essentially a copy of a com

drug product. This is a violati
1735.2(d)(3).

on of California Code of Regulations (CCR) section

mercially available ' |

t of the documentation. As related | fi[
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Prohibited acts: adulterated preparations: Business and professions code (B&PC) i
section 4169(a) states a person or entity shall not do any of the following: (2) Purchase, |
trade, sell, or iransfer dangerous drugs that the person knew or reasonably should have |
known were adulterated, as set forth in Article 2 (commencing with Section 111250) of t
Chapter 6 of Part 5 of Division 104 of the Health and Safety Code. As related to H&SC |
section 111295 which states it is unlawful for any person to manufacture, sell, deliver, hold,
or offer for sale any drug or device that is adulterated. As related fo H&SC section 111255 | |
which states, any dtug or device is adulterated if it has been produced, prepared, packed, 5
or held under conditions whereby it may have been contaminated with filth, or whereby it
may have been rendered injurious to health. And H&SC 111250 which states any drug or 4
device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed i
substance. As related to 21 U.S.C. 351(a)(2)(A)-(B) which states (A drug or device shall be | ’ 1 I r
deemed to be adulterated — (&) Poisonous, insanitary, etc., ingredients; adequate controls ! -
in manufacture (1) If it consists in whole or in part of any filthy, putrid, or decomposed
substance; or (2)(A) if it has been prepared, packed, or held under insanitary conditions
whereby it may have been contaminated with filth or whereby it may have been rendered
injurious to health; or (B} if it is a drug and the methods used in, or the facilities or controls } | { !
used for, its manufacture, processing, packing, or holding do not conform to or are not |
operated or administered in conformity with current good manufacturing practice to assure |
that such drug meets the requirements of this chapter as to safety and has the identity and !
strength, and meets the quality and purity characteristics, which it purports or is
represented to possess;. Strive Pharmacy (NSC 101707) located at 1275 E. Baseline [
Road, Suite 104, Gilbert, AZ 85233 was not compliant. Specifically, Strive Pharmacy {
utilized semaglutide sodium when compounding and dispensing non-sterile to sterile it
semaglutide/cyanobalamin. Semaglutide sodium is not a compliant bulk drug substance | t b |
under section 503a therefore, adulterating the semaglutide/cyanocobalamin compounds. | '
Additionally, the certificate of analysis (COA) demonstrated the semaglutide sodium utilized ~ -
were ungraded, of unknown purity again adulterating the semaglutide/cyanocobalamin b
compounds. This is a violation of BPC 4169 (a)(2), H &SC section 111295 and 21 U.s.C.

351(a)(2)(A)-(B) as related to H&SC section 111255 and 111250. ]

Unprofessional conduct: Business and professions code (B&PC) 4301 states the
board shall take action against any holder of a license who is guilty of unprofessional |
conduct or whase license has been issued by mistake. Unprofessional conduct shall oo
include, but is not limited to, any of the following: (b) Incompetence. Strive Pharmacy (NSC!
101707} located at 1275 E. Baseline Road, Suite 104, Gilbert, AZ 85233 was not ’
compliant. Specifically, on 4/12/2023 when Strive Pharmacy was educated and issued a
correction on 4/12/2023 on the requirement to comply with USP chapter 71 end product
sterilty testing, Strive Pharmacy compounded and dispensed 9 additional non-compliant

h.
]
|
lots after being provided this education. This is unprofessional conduct and shows E
}
?

T e

]
1
|

|

B
1

incompetence. This is a violation of B&PC 4301(b).
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L. California State Board of Pharracy Business, Consumer Services and Housing Agency /£ 5 )
2720 Gateway Oaks Drive, Suite 100 Department of Consumer Affairs | X%z
Sacramento, CA 95833 Gavin Newsom, Governor ||
Phone: (916) 518-3100 Fax: {916} 574-8614

www.pharmacy.ca.gov

September 28, 2023

STRIVE PHARMACY f
ATTN: NATHAN LAWRENCE HILL, CEO N
1275 E BASELINE RD STE 104 'r |
GILBERT, AZ 85233 g

RE: Cl2022 100114 |
STRIVE PHARMACY i
NSC 101707 |

The attached Citation and Fine, (“Citation”) is being issued pursuant to Business an
Professions Code section 125.9 and California Code of Regulations, title 16, section 1775
seq., for violations of the laws and regulations that govern the practice of pharmacy in | | i::
California. -(For exact language refer to the California Pharmacy Law and Index, Iocated’bq%:

|
i
8

Board's web site, at www.pharmacy.ca.gov, under Pharmacy Law and Regulation).

|
i
The attached Citation references the specific statutes and regulations violated, defiri;e,,;
each violation charged and specifies any fine(s) assessed. The attached Citation details the

conduct that resulted in the issuance of the Citation. |

1{ ! E
IT IS YOUR RESPONSIBILITY TO READ THE ENTIRE CITATION AND . |

INSTRUCTIONS, TO UNDERSTAND THE PROCESS FOR CONTESTING THE CITATIC
AND TO RESPOND TO THE CITATION WITHIN THE FOLLOWING TIME FRAMES: |

ke
4

® QOctober 28, 2023: Unless the Citation is contested payment of fine(s) must be recei\jé‘dil:y

the Board. . [ Ll
® October 12, 2023; Any contest of the Citation by request for an informal Office Conftg'!ré

must be received by the Board.
® October 28, 2023: Any contest of the Citation by request for a formal Appeal must bjé;
received by the Board. : |

s
ot
ad

=

[ submalui

!
b
T
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‘Page’iwo
STRIVE PHARMACY
Cl1 2022 100114

|
i N
The issuance of a Citation by the Board of Pharmacy is considered an administrati\k/!’ei i
action and substantiated resolution of a complaint and/or investigation. If a hearing is not

requested to contest the Citation(s), payment of any fine(s) shali not constitute an admisfs:jildnj
|

|

of the violation(s) charged. Payment in full of the fine(s) assessed shall be represented ?s a E

satisfactory resolution of the matter in any public disclosure. (Business and ProfessionsJi,Coql_ei

section 125.9; California Code of Regulations section 1775). ' I |
i

E]l W

: : : : N

Additionally, if, at the time of license renewal, the Board has not received full paym?i'nt; of |

assessed fine(s) and a request to contest the Citation has not been received within the “@33! i

frames specified, the license shall not be renewed until the assessed fine(s) and renewaﬁll;féfe- S
are paid in full. M

If you have any questions regarding this Citation please contact Joshua Monforte,
Citation and Fine Analyst at (916) 518-3014. ! %
|
Anne Sodergren
EXECUTIVE OFFICER - i

|
. - 0,
N e ——a d

Joshua Monforte
Citafion and Fine Analyst

Attachments

T
by
¢ !
i
i

StrivePharmacy173;



[OOSR

INSTRUCTION |
P

Read the Following Carefully and Thoroughly i

You are hereby served with a Citation issued by the Executive Officer of the California Stafé .
Board of Pharmacy or her designee. The following instructions are provided to assist you in ylc'j:ufri
timely completion of the Citation process. fi‘ :
I
L

PAYMENT OF FINE o
]

® payment must be made by October 28, 2023, };
® Make check or money order payable to the Board of Pharmacy. Do not submit céjé’
® Attach the enclosed “copy” of your Citation ! |
Mail payment to: State Board of Pharmacy i
Atin: Cashier .
2720 Gateway Oaks Drive, Suite 100 I ’
Sacramento, CA 95833 | |”

i

=

Unless contested, Citations are final 30 days from the date of service. Payment of a fine |§ not
an admission of the violation charged. A Citation becomes part of your record, and remains the:r;é{
for five years. It can be used as an aggravating factor for future violations. Citations are public % :
information and as such may be released to the public in accordance with the Public Records AFc§t

and information Practices Act. i
-

CONTESTING THE CITATION (CCR §1775.4) | i’
i1 t
i

If you wish to contest all or part of your Citation you may request an informal office AR
conference or an appeal before an administrative law judge, or both. If you wish to request both |
you must submit both forms. If you prevail at the office conference your request for an 3pPeﬁj?.1§ ;jg i
shall be deemed withdrawn. Please note that the time frames that allow you to request an E’Bﬁ?‘éﬁ E

e

conference and an appeal run concurrently. You must submit your request(s) according to Fhe
following instructions: :

REQUEST FOR OFFICE CONFERENCE (CCR §1775.4 subd. (b))

® Complete attached “Request for Office Conference”. |
® Mail form to arrive at the Board office no later than October 12, 2023 to the add‘resij_s_f

i

at the bottom of the form. J
® You will be advised by the Board in writing as to the date and time of your appear ance
® You are allowed one postponement. :'

I
||
i

i
i

i
|

e e

1
1
i

B t
3
*
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= A office conference is not a hearing. ltis an informal discussion of the events that took H C
1

place, and an opportunity for you fo present information and mitigating factors pertaining to the t
Citation that you would like considered. The Executive Officer and or her designee represen‘f the g
Board of Pharmacy at this meeting. One other individual of your choice may accompany ym]li to' |
this meeting. Office conferences are not open to the public. There is no discovery available/in’ | |
this process. You will not be allowed to present or guestion witnesses. However, you may |

present any written statements or documents that you believe are relevant. |

¢

|
After your office conference, the Citation may be affirmed, modified or dismissed. You will bel
advised of the decision in writing within 14 calendar days from the date of the conference. If,;;;t' F
Citation is affirmed you will have 30 days from the date of the decision letter to comply with the

conditions of your Citation. If the Citation is modified, the Citation originally issued shall be
considered withdrawn and a new Citation will be issued. The decision issued after the officej;
conference shall be deemed to be a final order with regard fo the Citation issued, including th

administrative fine levied, and/or an order of abatement. .

REQUEST FOR APPEAL (CCR § 1775.4 subd. (a)) j E
* Complete attached “Request for Hearing”. ‘i {
® Mail form to arrive at the Board office no later than October 28, 2023 to the addqg;sjse

at the bottom of the form. !

® vou will be advised in writing as to the date and time of your hearing. i!

|
] . 1
"An appeal is a formal adjudicative hearing before an Administrative Law Judge. A Depuéy i

Attorney General will represent the Board of Pharmacy at this hearing. These proceedings shall |

be conducted in accordance with the provisions of Chapter 5, commencing with Section 11500 of,

Part 1 of Division 3 of Title 2 of the Government Code. | ! :
I

If you have any questions regarding any documents enclosed please contact Joshual) '

Monforte, Citation and Fine Analyst at (916) 518-3014.

1
I

!
| §
|

|
]
E
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BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

CITATION AND FINE

T | St bt s TR TR S L e

Citation Number

Name, License No

[yt S A

; t

t

N

gl il od regk e

Cl 2022 100114

]
-

STRIVE PHARMACY, NSC 101707

e e

s

4 s semaprtiy

!

v e

I

| JURISDICTION: Bus. & Prof. Code § 431

—— T A ahyime—— T O —

—— e e e v w1 T

4; CCR, title 16, § 1775; Bus. & Prof. Code § 4301, subd, (3) _ ]

I

Bin

P

Bus. & Prof. Code § 4169
subd. (a)(2)/Health & Safety |
Code § 111295/Title 21 USC
§ 351(a)(1)(2)(A){B)/Health &

Safety Code § manufacture, sell, deliver, hold, or offer for sale
111255/Health & Safety any drug or device that is adulterated./
Code § 111250 Adulterated drugs and devicesA drug or device

VIOLATION CODE SECTION] " OFFENSE _ _ | AMTOFFINE|_
CCR, Title 16, § 1735.2 | Compounding commericially available products $2,00000
subd. (d)(3) -
CCR, Title 16, § 1751.7 Sterile Compounding Quality Assurance and $1,000\00
subd. (e)(1) Process Validation; Batch-produced sterile L
drug preparations compounded from one or | ’
more non-sterile ingredients shall be subject ; ' | {’ .
to... {1
Prohibited Acts; Purchase, trade, sell, or $2,000.00
o
.

transfer dangerous drugs to that the person
knew or reasonably should have known were
adulterated.../ It is unlawful for any person to

shall be deemed to be adulterated—(a)
Poisonous, insanitary, etc., ingredients;
adequate controls in manufacture (1) If it
consists in whole or in part of any filthy, putrid,
or decomposed substance; or (2)(A) if it has
been prepared, packed, or held under
insanitary conditions whereby it may have been
contaminated with filth, or whereby it may have
been rendered injurious to health; or (B) if itis
a drug and the methods used in, or the
facilities or controls used for, its manufacture,
processing, packing, or holding do not
conform to orare not operated or administered
in conformity with current good manufacturing
practice .../ Any drug or device is adulterated if
it has been produced, prepared, packed, or
held under conditions whereby it may have
been rendered injurious to health/Any drug or
- device is adulterated if it consists, in whole or
in part, of any filthy, putrid, or decomposed
substance

el e e T4
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Title 21 US Code § 353a
subd. (a}{b{1KA)

{a) In general Sections 351(a)(2)(B), 352(8)(1),
and 355 of this fitle shall not apply to a drug
product if the drug product is compounded for
an identified individual patient based on the
receipt of a valid prescription order or a
notation, approved by the prescribing
practitioner, on the prescription order thata
compounded product is necessary for the
identified patient, if the drug product meets the
requirements of this section ...(b) Compounded
Drugs (1) A drug product may be compounded
under subsection (a} if the licensed
pharmacist... (A) compounds the drug product
using bulk drug substances as defined in...

Citation without
fine!!

z
|
a
1

|

|

l[?';
ot

1
Co b
i

(a) In general Sections 351(a){2)(B), 352(f)(1),
and 355 of this title shall not apply to a drug
product if the drug productis compounded for
an identified individual patient based on the
receipt of a valid prescription order or a
notation, approved by the prescribing
practitioner, on the prescription order that a
compounded product is necessary for the

Title 21 US Code § 353a
subd. (a)(b}{1)(D)

Drugs (1) A drug product may be compounded
under subsection (a) if the licensed
pharmacist... (D) compounds the drug product
using bulk drug substances as defined in...

identified patient, if the drug product meets the |
requirements of this section ...(b) Compounded

n] 4 1
Citation without a

finel

¥

Bus. & Prof. Code § 4301 Unprofessional Conduct - Incompetence.

subd. (b)

Citation witl
finej|

CONDUCT:

Compounding a copy or essentially a ¢
drug product: California Code of Regulations
pharmacy or pharmacis
essentially a copy of one
product appears on an ASHP (American So
of drugs that are in short supply at the time o
and the compounding of that drug preparation
medical need made known to the pharmacist pri
retain a copy of the documentation of the shorta
pharmacy fecords for three years
to CCR section1735.1(k) which states
available drug product includes all preparations that are comparable in active in
comimercially available drug products, exce
which there has been a change, made for an identified individual patient, which
for that patient a clinically significant difference, as determined by a prescribing
between that compounded preparation and the comparable commerci
product. Strive Pharmacy (NSC 101707) located at 1275 E. Baseline Road, Su
Gilbert, AZ 85233 was not compliant. Spec
‘c,ompo_unde,d prescriptions réviewed, none

(CCR) section 1735.2(d)(3) states

or more commercially available drug products, unless

opy of one or more commercially available

t shall compound a drug preparation that: (3) is a copy or

ciety of Health-System Pharmacists) or FDA list §
f compounding and at the time of dispense,
is justified by a speciiic, documented

or to compounding. The pharmacy shall
ge and the specific medical need in the
from the date of receipt of the documentation.
“Copy or essentially a copy” of a commercially

pt that it does not inciude any preparations in

ally available drug

e e [ gy = -

no

that drug

]
As refated
gredients to

produces
practitioner,

ite 104,

ifically, on 90 .semaglutidelcyanocobalamin
dentified any drug-shortages at the time of

StrivePharmacy177




-~

.compeaunding or at the time of dispense. Additionally, there were no documeniations made
known to the pharmacist prior to compounding of medical need. The compounded
semaglutide/cyanocobalamin was a copy or essentially a copy of a commercially available
drug product. This is a violation of California Code of Regulations (CCR) section
1735.2(d)}(3).

Failure to perform compliant end product testing: California Code of Regulations
1751.7(e)(1) Batch-produced sterile drug preparations compounded from one or more non-
sterile ingredients, except as provided in paragraph (2), shall be subject to documented end
product testing for sterility and pyrogens and shall be quarantined until the end product
testing confirms sterility and acceptable levels of pyrogens. Sterility testing shall be USP
chapter 71 compliant and pyrogens testing shall confirm acceptable levels of pyrogens per
USP chapter 85 limits, before dispensing. This requirement of end product testing
confirming sterility and acceptable levels of pyrogens prior to dispensing shall apply
regardless of any sterility or pyrogen testing that may have been conducted on any
ingredient or combination of ingredients that were previously non-sterile.” Strive Pharmacy
(NSC 101707) located at 1275 E. Baseline Road, Suite 104, Gilbert, AZ 85233 was not
compliant. Specifically, on at least 39 lots of non-sterile to sterile
semaglutide/cyanocobalamin were compounded, filled and dispensed did not have proper
USP chapter 71 end product sterility testing. instead sterility were performed with Scan

RDI which is not a USP chapter 71 compliant method of sterility testing. Furthermore, after |

being educated and issued a correcion on 4/12/2023 for the requirement to comply with
USP chapter 71 sterility testing requirments, Strive Pharmacy compounded and dispensed
9 additional non-compliant lots inte California. This is a violation of California Code of

Regulations (CCR) section 1751.7(e)(1).
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Prohibiied acts: adulterated preparations: Business and professions code (B&PC)
section 4169(a) states a person or entity shall not do any of the following: (2) Purchase,
trade, sell, or transfer dangerous drugs that the person knew or reasonably should have
known were adulterated, as set forth in Article 2 (commencing with Section 111250) of
Chapter 6 of Part 5 of Division 104 of the Health and Safety Code. As related to H&SC
section 111295 which states it is untawful for any person to manufacture, sell, deliver, hold,
or offer for sale any drug or device that is adulterated. As related to H&SC section 111255
which states, any drug or device is adulterated if it has been produced, prepared, packed,
or held under conditions whereby it may have been contaminated with fiith, or whereby it
may have been rendered injurious to health. And H&SC 111250 which states any drug or
device is adulterated if it consists, in whole or in part, of any filthy, putrid, or decomposed
substance. As related to 21 U.S.C. 351(a) (2)(A)-(B) which states (A drug or device shall
be deemed to be adulterated — (a) Poisonous, insanitary, etc., ingredients; adequate
controls in manufacture (1) If it consists in whole or in part of any filthy, putrid, or
decomposed substance; or (2)(A) if it has been prepared, packed, or held under insanitary
conditions whereby it may have been contaminated with filth or whereby it may have been
rendered injurious to health; or (B) if it is a drug and the methods used in, or the facilities or
controls used for, its manufacture, processing, packing, or holding do not conform to or are
not operated or administered in conformity with current good manufacturing practice to
assure that such drug meets the requirements of this chapter as to safety and has the
identity and strength, and meets the quality and purity characteristics, which it purports or is
represented to possess;. Strive Pharmacy (NSC 101707) located at 1275 E. Baseline
Road, Suite 104, Gilbert, AZ 85233 was not compliant. Specifically, Strive Pharmacy
utilized semaglutide sodium when compounding and dispensing non-sterile to sterile
semaglutide/cyanobalamin. Semaglutide sodium is not a compliant bulk drug substance i
under section 503a therefore, adulterating the semaglutide/cyanocobalamin compounds.
Additionally, the certificate of analysis (COA) demonstrated the semaglutide sodium utilized
were ungraded, of unknown purity again adulterating the semaglutide/cyanocobalamin

_compounds. This is & violation of BPC 4169 (a)(2), H &SC section 111295 and 21 u.s.C.
351(a)(1)(2)(A)-(B) as related to H&SC section 111255 and 111250.

Use of a non-compliant bulk drug substance: 21 U.S.C. 353a(a)(b)(1)(A),
compounded drugs, section 503A states (a) In General. -Sections 351(a}(2)(B), 352(H(1),
and 355 of this title shall not apply to a drug product if the drug product is compounded for
an identified individual patient based on the unsolicited receipt of a valid prescription order [
or a notation, approved by the prescribing practitioner, on the prescription order that a
compounded product is necessary for the identified patient. (b) compounded drugs (1) A
drug product may be compounded under subsection (a) if the icensed pharmacist or
licensed physician— (A)compounds the drug product using bulk drug substances, as
defined in regulations of the Secretary published at section 207.3(a)(4) of title 21 of the
Code of Federal Regulations— (i) that—(l) comply with the standard of an applicable
United States Pharmacopoeia or National Formulary monograph, if a monograph exists,
and the United States Pharmacopoeia chapter on pharmacy compounding : (Il} if such a
monograph does not exist, are drug substances that are components of drugs approved by
the Secretary: or (lil) if such a monograph does not exist and the substance is not a
component of a drug approved by the Secretary, that appear on a list developed by the
Secretary through regulations issued by the Secretary under subsection (d). Strive
Pharmacy (NSC 101707} located at 1275 E. Baseline Road, Suite 104, Gilbert, AZ 85233
was not compliant. Specifically, Strive Pharmacy compounded with semaglutide sodium
when making semaglutidelci(anocobalamin. Semaglutide sodium does not have a USP
drug monograph, it is not a drug substance in an approved drug, and is not on the list
approved by the Secretary (21 CFR 216.23). This is a violation of 21 U.S.C.
353a(a)(b)(1)(A), compounded drugs, section 503A.
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‘Compounding a copy or essentially a copy of a commercially available drug product:
21 U.8.C. 353a(a)(b)(1)(D) section 503A Pharmacy compounding states (a) In General. --
Seciions 351(a)(2)(B), 352(f)(1), and 355 of this title shall not apply to a drug product if the
drug product is compounded for an identified individual patient based on the unsolicited
receipt of a valid prescription order or a notation, approved by the prescribing practitioner,
on the prescription order that a compounded product is necessary for the identified patient.
(b) compounded drugs (1) Licensed pharmacist and licensed physician. A drug product
may be compounded under subsection (a) if the licensed pharmacist or licensed physician
(D) does not compound regularly or in inordinate amounts (as defined by the Secretary)
any drug products that are essentially copies of a commercially available drug product.
Strive Pharmacy (NSC 101707) located at 1275 E. Baseline Road, Suite 104, Gilbert, AZ
85233 was not compliant. Specifically, on ali 90 semaglutide/cyanocobalamin
compounded prescriptions reviewed, none identified the need for a compounded product
for the ptescribed patients and none contained statement of significant difference from the
commerically available drug product need for the prescribed patients. Futhermore, the
semaglutide/cyanocobalamin were compounded regularly and in inordiante amounts while
commercially available. The compounded semaglutide/cyanocobalamin was a copy or
essentially a copy of a commercially available drug product. This is a violation of 21 U.S.C.
353a(a)(b)(1)(D).

Unprofessional conduct: Business and professions code (B&PC) 4301 states the
board shall take action against any holder of a license who is guilty of unprofessional
conduct or whose license has been issued by mistake. Unprofessional conduct shall

include, but is not limited to, any of the following: (b) Incompetence. Sirive Pharmacy (NSC |

101707) located at 1275 E: Baseline Road, Suite 104, Gilbert, AZ 85233 was not
compliant. Specifically, on 4/12/2023 when Strive Pharmacy was educated and issued a
correction on 4/12/2023 on the requirement to comply with USP chapter 71 end product
sterilty tésting, Strive Pharmacy compounded and dispensed 9 additional non-compliant
lots after being provided this education. This is unprofessional conduct and shows
incompetence. This is a violation of B&PC 4301(b).
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State of Idaho

Division Of Occupational and Professional Licenses
DIVISION OF OCCUPATIONAL &
PROFESSIONAL LICENSES Board Of pharmacy

BRAD LITTLE | 11341 W Chinden Blvd.
Governor | P.O. Box 83720
RUSSELL BARRON | Boise, ID 83720-0063
Administrator | (208) 334-3233
dopl.idaho.gov

September 29, 2023
Delivered via Certified Mail

Strive Pharmacy
1275 E Baseline Rd. Ste 104
Gilbert AZ 85233

Re: Case #BOP-23-234
Dear Strive Pharmacy Representative,

The staff of the Idaho State Board of Pharmacy (Board) received a complaint that suggest your
facility may have violated one or more of the rules or laws the Board is responsible for enforcing.
Specifically, the Board staff reviewed records that indicate compounding of semaglutide and tirzepatide
when commercially available products although short supply is available. These activities appear to
violate Idaho Rules, IDAPA 24.36.01.700.04.

The Board is initiating an investigation to determine whether to take disciplinary action. Please
supply the following records and responses to the following questions.

e A copy of all prescription hard copies for prescriptions that were compounded for
semaglutide and tirzepatide from April 1, 2023 to the date of this letter.

e IDAPA 24.36.01.700.02.a -Proof that semaglutide and tirzepatide ingredients are being
obtained from an FDA registered manufacturer.
o FDA has given guidance on the use of salt forms of semaglutide for
compounding, are you currently using or have used the salt form of semaglutide
for compounding?

e IDAPA 24.36.01.700.04.b.i-It is medically warranted to provide an alternate ingredient,
dosage form, or strength of significance- Please respond to the requirement that
compounded product must have an alternative ingredient or the difference in strength
which is significant and that those doses cannot be obtained from the commercially
available product.

e IDAPA 24.36.01.700.04.b.ii -The commercial product is not reasonably available in the

market in time to meet the patient’s needs. Even though semaglutide and tirzepatide is on
the FDA shortage list please provide proof that product was ordered but not received.
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We ask that you provide your written response to this letter no later than October 15, 2023. You

should include any documentation that supports your response.

While disciplinary proceedings have not begun, Board rules require your cooperation with Board
staff investigations. See IDAPA 24.36.01.103.05. We encourage you to provide the requested

information to assist Board staff in its review of this matter.

Sincerely,
-~ - "] I ’ ,/
/ { <P M{.@, Claspsten_

Berkeley Fraser RPh

Chief Investigator, Health Professions

‘tdaho Division of Occupational and Professional Licenses
Fax 208-334-2363

berk.fraser@dopl.idaho.gov
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STATE OF IDAHO DOF’L USPS CERTIFIED MAIL

LTH PRO
P O BOX 83?20
BOISE, ID 83720-0063

9214 8901 9403 8332 0506 76

STRIVE PHARMACY
STE 104

1275 E BASELINE RD
GILBERT AZ 85233-1224

9/29/23 BF

Username: M'lissa McCloud
Letter ID:

Accounti#:

Case |D:BOP-23-234

First Name:

Last Name:

Postage: $7.1800
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Berkeley Fraser, RPh

Chief Investigator, Health Professions

Idaho Division of Occupational and Professional Licenses
Fax: 208-334-2363

berk.fraser@dopl.idaho.gov

RE: Strive Pharmacy — Case #BOP-23-234 Response
Dear Deputy Director & Chief Investigator Fraser:

First, we would like to express our appreciation for allowing us additional time to respond.
As we understand the issue at hand, the Idaho State Board of Pharmacy (the “Board”) received a
complaint related to our pharmacy’s compounding of semaglutide and tirzepatide. Accordingly,
Board staff issued this inquiry to ensure our compounding practices adhere to the relevant Idaho
rules.t As you would expect, we too want to be fully compliant with our home state’s rules and
Idaho rules and we believe we are. With respect to the concerns raised by the Board, we address
each below.

I. Copy of Prescription Hard Copies

First, we are in the process of pulling and processing all hard copy prescription orders for
compounded semaglutide and trizepatide drug products, as requested. Unfortunately, this process
has proven to require a considerable amount of time. Therefore, please find our spreadsheet
evidencing the number of prescriptions processed, filled, and dispensed during the requested time
period. See Exhibit 1. We continue to work on this request and will supplement our response with
additional hard copies as they are compiled.

I1. Semaglutide & Tirzepatide Bulk Substance Ingredients

Furthermore, the Board requires proof that the bulk semaglutide and tirzepatide ingredients
used for compounding are obtained from an FDA registered manufacturer.? We appreciate the
Board’s concern and would like to emphasize that all of our suppliers of bulk drug substances are
FDA registered and inspected. Thus, to address this preliminary concern, please see Exhibit 2 as
evidence of FDA registration of our suppliers for both drug components.

! See generally Idaho Admin. Code r. 24.36.01.700.04.
2 |daho Admin. Code r. 24.36.01.700.02.a.
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More specifically, the Board raised concerns as to whether we are compliant with current
FDA guidance concerning the use of salt or base form of semaglutide for compounding. As the
Board is aware, Novo Nordisk did not anticipate the patient demand for both Ozempic and
Wegovy. As a result, the FDA placed both commercial drug products on the FDA Drug Shortage
List,® allowing for compounding pharmacies to produce semaglutide drug products to meet patient
demand and medical need. That said, at the onset of the shortage, compounding pharmacies had
limited guidance, from both the FDA and State Boards of Pharmacy alike, addressing the proper
procedural process for compounding these products. Fortunately, the FDA issued some manner of
guidance in a letter to the National Board of Pharmacy Boards (“NABP”) on April 27, 2023.4

By way of background, the FDA has found that pharmacies operating under Section 503A
may only compound using bulk drug substances that: (1) comply with the standards of an
applicable United States Pharmacopoeia (“USP”) or National Formulary monograph, if a
monograph exists, and the USP chapter on pharmacy compounding; (2) if such a monograph does
not exist, are drug substances that are components of FDA-approved drug products; or (3) if such
a monograph does not exist and the drug substance is not a component of an approved drug, that
it appears on the FDA’s list of bulk-substances that can be used in 503A compounding.® Prior to
the FDA’s letter to the NABP, there was some confusion within the industry and State Boards of
Pharmacy as to whether the salt form of semaglutide could properly be deemed a component of
FDA-approved semgalutide drug products in compliance with FDA law.® Furthermore, we were
scheduled to appear before the Arizona Board of Pharmacy (“Arizona Board”) in April 2023 but
it was tabled due to the lack of guidance from the FDA that they could reasonably rely upon. Of
note, the Arizona Board subsequently approved of and found no issues with our semaglutide
compounding practices during their August 17, 2023 meeting.

Nevertheless, we continued to monitor the industry and accurately predicted that
compounding with the salt form would soon not be deemed permissible practice. Therefore, we

3 See FDA Drug Shortages, U.S. Food & Drug Administration,
https://www.accessdata.fda.gov/scripts/drugshortages/dsp SearchResults.cfm (last visited October 24,
2023)(showing results of search for “Semaglutide Injection” showing the product is currently in shortage).

4 See FDA to NABP Semaglutide Letter, U.S. Food & Drug Administration, April 27, 2023,
https://adpc.org/files/FDA-to-NABP-Semaglutide-letter April-27-2023.pdf; see also Memorandum, Lemrey “Al”
Carter, FDA Provides Updated Drug Shortage and Compounding Information for Medications Containing
Semaglutide Marketed for Type 2 Diabetes or Weight Loss, https://dopl.idaho.gov/wp-
content/uploads/2023/06/MEMO-EO-FDA-Provides-Updates-on-FDA-Approved-Semaglutide-Products-Ozempic-
and-Rybelsus-and-Wegovy.pdf.

% See 21 U.S.C § 353a(b)(1)(A)(i)(1-111); see also Bulk Drug Substances Used in Compounding Under Section 503A
of the FD&C Act, U.S. Food & Drug Administration, https://www.fda.gov/drugs/human-drug-compounding/bulk-
drug-substances-used-compounding-under-section-503a-fdc-act (last updated Feb. 20, 2020).

6 See Utah State Board of Pharmacy, Minutes, March 28, 2023, p. 3, https://www.utah.gov/pmn/files/970387.pdf
(finding that members of the Board believed the salt form does not matter, it is the semaglutide molecule that is
being used, the semaglutide component is the active pharmaceutical ingredient); see also Utah State Board of
Pharmacy, Minutes, March 28, 2023, https://www.utah.gov/pmn/files/959981.mp3 (conversation begins at
00:41:00).
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began the process of procuring the base form of semaglutide from our manufacturer even before
the FDA released their guidance on April 27, 2023. Accordingly, we have been compounding
with base form of semaglutide since April 18, 2023. To the extent it is helpful, please see the
following bulk drug orders from the manufacturer for the base form of semaglutide with
appropriate certificate of analysis documentation. See Exhibit 3.

I11. Permissibility of Compounding Commercially Available Products

Lastly, the Board raises concerns as to whether we are compliant with Idaho rules
concerning the compounding of commercially available drug products.” As we understand the
relevant Idaho rule, a commercially available drug product may only be compounded under any
of the following circumstances: (1) the drug product is not compounded regularly or in inordinate
amounts; (2) it is medically warranted to provide an alternate ingredient, dosage form, or strength
of significance; or (3) the commercial product is not reasonably available in the market in time to
meet the patient’s needs.® We appreciate the Board raising these concerns as it allowed for us to
reassess our compounding pharmacy practice. However, we believe that our compounded drug
products comply with Idaho rules for the following reasons: (1) our compounded drug products
are medically warranted due to the flexible dosing regimen and alternative ingredient incorporated
within our compounded drug product and (2) the commercial drug product not being reasonably
available within the market to accommodate patient’s needs.

Analogous to Idaho Admin. Code r. 24.36.01.700.04.b.i requiring compounded drug
products be medically warranted, FDA guidance notes that compounded drug products are no
longer considered essentially a copy of what is commercially available if it is being compounded
for the specific medical need of an individual patient.® In compliance with both Idaho rule and
FDA guidance, our compounded drug product allows for flexible dosing schedules not available
with the commercially available pens. Namely, our compounded product is dispensed to patients
in a vial, allowing for lower doses and customized titration schedules to better control the
gastrointestinal issues commonly associated with semaglutide use. In short, this flexible dosing
allows practitioners to address these gastrointestinal adverse effects associated with high dose
semaglutide on a patient-specific basis without adhering to the strict dosing regimen of the
commercially available pens. This enables healthcare providers to better manage the common
adverse effects associated with semaglutide. It is also important to note that we have the ability to
compound our drug product as a combination drug product containing semaglutide and
cyanocobalamin (Vitamin B12). As such, practitioners have started to prescribe their patients our
combination drug product due to the reported anti-nausea effects provided by cyanocobalamin

" Idaho Admin. Code r. 24.36.01.700.04

81d.

® Food and Drug Administration, Center for Drug Evaluation and Research, Compounding Drug Products That Are
Essentially Copies of a Commercially Available Drug Product Under Section 503A of the Federal Food, Drug, and
Cosmetic Act, Guidance for Industry (Jan. 2018), https://www.fda.gov/media/98973/download.
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(Vitamin B12). To the extent that it is helpful, please review prescription records evidencing our
compounded drug products being prescribed and dispensed in compliance with this rule. See
Exhibit 4.

Furthermore, Idaho rules require an examination of whether the commercial product is
reasonably available in the market in time to meet the patient’s needs.'® Based on the relevant
FDA guidance, if the drug is placed on the FDA shortage list, then it is not considered to be
commercially available allowing pharmacies to compound accordingly to address patient need.!
However, the Board’s letter seems to suggest that pharmacies are not permitted to solely rely upon
the FDA shortage list to comply with this rule, but must seek additional information to address or
confirm whether the drug product is «...not reasonably available in the market....”*? Specifically,
the Idaho Board requires that the pharmacies prove that a supply of the commercially available
semaglutide or tirzepatide drug products are not available by providing proof the commercial
product was ordered but not received.

We understand that ldaho may enforce stricter standards than the FDA concerning the
practice of pharmacy. However, we believe the Board’s request for proof the commercial product
was ordered and not received goes beyond a reasonable interpretation of the Idaho rule. First, the
Rule does not include any expressed requirement for the compounding pharmacy to order
commercial drug products to assess their availability. Nor are we aware of any practice within the
compounding pharmacy industry where a pharmacy would be expected or required to issue a faux
drug order of the commercial drugs to assess availability. This is particularly nonsensical in the
context of compounded medication. The prescriber wrote a prescription for a patient specific
compounded product that the patient chose to send to our pharmacy for fulfillment. To confirm
drug availability beyond the FDA drug shortage list would require us to ask the prescriber for a
second prescription for the name brand product. We are not aware of any other state that requires
such an action to assess the “...reasonable availability...” of the commercially available drug
products.

Furthermore, the Rule does not define or elaborate further upon what is deemed
“...reasonable available in the market...”, nor does it detail which market the pharmacy would be
expected to assess. Our pharmacy acts as a properly licensed non-resident pharmacy located within
Arizona shipping our compounded drug products into Idaho. Taking the Board staff’s request to
its fullest application, our pharmacy would be expected to complete faux drug orders for our own
local Arizona market in addition to each market area our Idaho patients are domiciled.
Unfortunately, this request goes above and beyond our capabilities to reasonably accommodate.

10 1daho Admin. Code r. 24.36.01.700.04.b.ii.
1 See Food and Drug Administration, supra note 8.
12 Supra note 9.
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As we understand, Idaho applies a ““...reasonable and prudent...” standard when evaluating
a licensee or registrant’s practice of pharmacy.'® Interestingly, the Board staff’s request for
additional information fails to adhere to this standard of review enforced by the Idaho law. Despite
the Board’s best intentions, this request for additional information is an ineffective and impractical
means of assessing whether a commercially available drug product is reasonably available.

For instance, even if we were to successfully order the commercial drug product, it does
not necessarily mean the patient has access to the correct dosage strength of the commercial
product. To best manage the shortage, Novo Nordisk decided to prioritize the maintenance dosage
strengths so that patients already receiving either Ozempic or Wegovy do not have to suddenly
discontinue treatment.}* As a result, the lower doses used for titration purposes have lesser
availability. In those instances, the compounded drug product helps fill the market gap and address
patient need pursuant to these patient-specific prescriptions. Requiring that a pharmacy order the
commercial product does not even guarantee the market availability can be reasonably assessed.
Therefore, it is not only reasonable, but prudent, to rely upon the FDA Drug Shortage list to
determine whether the commercial drug product is available so to ensure that the health and
treatment of Idaho patients is not jeopardized.

V. Conclusion

We understand the Board’s duty to assess our compounding pharmacy practice and
ensure compliance with Idaho rules. However, we believe that our current practice remains in
compliance with Idaho rules as it relates to compounding drug products deemed commercially
available. Nevertheless, should the Board staff have any further questions or concerns, we are
happy to accommodate. We thank you for your time and understanding.

Respectfully,

Michael Walker
Pharmacist-in-Charge/Owner
Strive Pharmacy

13 1daho Admin. Code r. 24.36.01.100.03.

14 See Nikolaj Skydsgaard, Novo Nordisk extends U.S. supply curbs on weight-loss drug Wegovy, Reuters, Aug. 10,
2023, 3:39 AM, https://www.reuters.com/business/healthcare-pharmaceuticals/novo-nordisk-hikes-fy-outlook-
demand-weight-loss-drug-wegovy-soars-2023-08-10/.
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Exhibit 2



Form Department
Page 1 0of 6
Quality Questionnaire Quality
Version Effective Date
1.0 26 Oct 2021

Quality Questionnaire

1. Company Overview

Company Name | Biopeptek Pharmaceuticals, LLC

Address |5 Great Valley Pkwy STE 100, Malvern,
PA 19355

Manufacturing Site | 218 Shuangyuan Road, Chengyang,
(if different from above) | Qingdao, Shandong 266000, China (CHN)

Year Established (2010

Division / Subsidiary of (if applicable)

Telephone | +1(610)643-4881

Website | https://biopeptek.com/

Quality Contact | Ricky Yang, Chief Operating Officer,
(Name / Title / E-mail) | rickyyang @biopeptek.com

2. General

Activities | Warehousing [

Manufacturing l

Quality Control Testing B

Packaging / Labeling (O
Distribution O

Facility Size (sq. ft.) | 150,000

Number of Employees | 126

Hours of Operation

Number of Shifts in Operation

Liability Insurance Coverage | YES B NO O

Would you allow Pharma Source to inspect your

facility? YESHE NOO

3. FDA

Registered with FDA? | YESl NO O

Last Inspection Date | The inspection was rescheduled three times due

to COVID pandemic. VWe did a virtual one on

7/13/2021
StrivePharmacy212




Form Department
Page 2 of 6
Quality Questionnaire Quality
Version Effective Date
1.0 26 Oct 2021

Inspection Results | NAIE VAIO OAIO

Has your firm ever received a FDA form 4837 | YES [ (Provide a copy of the most recent) NO Il

Has your firm ever received a Warning Letter or
Consent Decree from the FDA?

YES O (Provide a copy of the most recent) NO W

Number of recalls in the past five (5) years ()

§ 4. — 10. Any questions for which the answer is “NO”, provide an explanation in the comments section.

4. Organization and Personnel

Is there a separate Quality Unit overseeing operations with a presence on

each shift? YESE NOOI
Are responsibilities of the Quality Unit defined in a written SOP? YESHE NOO
Is there a written organization structure or chart? YESHE NOO
Are there written job descriptions describing the required qualifications and
training for each job? YESE NOOI
Are there written procedures for employee training? YESE NOO
Are there written procedures for employee hygiene? YESE NOO
Does the Quality Unit have authority to reject and quarantine nonconforming
material? YES® NO OO
Does the Quality Unit regularly prepare and report quality metrics? YESHE NOO
Comments
5. Facilities

Is the facility owned or leased?

Owned B Leased [J

Is production equipment owned or leased?

Owned @ Leased O

Are manufacturing and warehouse areas designed to provide adequate:

Lighting? YES® NOOI

Ventilation? YES® NO O

Temperature / Humidity control? YESHE NOO

Sanitation? YESHE NOO

Space? YESHE® NOO

Security? YES® NOO

Is a security system in place to assure no unauthorized access? YES @ NO O

Is there a Pest Control program describing approved pesticides and areas of YES M NO O

application?

StrivePharmacy213




Form Department
Page 3 0of 6
Quality Questionnaire Quality
Version Effective Date
1.0 26 Oct 2021
Are there written procedures describing: cleaning agents, schedule, and
methods? YESH® NOD
Are cleaning methods validated? YESHE NOO
Comments
6. Equipment
Are manufacturing and laboratory equipment qualified according to written YESH NOOI
procedures and FDA standards?
Is equipment maintained and calibrated according to a written procedure? YESHE NOO
Are equipment calibration frequencies based on manufacturers’
specifications? YES® NOOI
Are standards used for calibration traceable to NIST? YESHE NOO
Are new measuring devices or test equipment calibrated prior to use? YESE NOO
Are records of manufacturing / laboratory equipment use, maintenance, and
calibration maintained? YESE NODO
Is there a system in place to ensure unclean equipment is not used? YESHE NOO
Is the storage of not-in-use equipment designed to prevent contamination? YESE NOO
Does the change management system require evaluating the need for re- YESH NO O
qualification of manufacturing and laboratory equipment?
Comments
7. Laboratory Controls
Do you have an on-site laboratory for testing incoming, in-process, and
finished materials? YES® NO OO
Is there a procedure for investigating Out of Specification test results? YESHE NOO
Have all laboratory methods been validated? YESE NOO
Has each product been tested for stability based on a written protocol? YESH NOO
Comments

StrivePharmacy214




Form Department
Page 4 0of 6
Quality Questionnaire Quality
Version Effective Date
1.0 26 Oct 2021
8. Materials / Supplier Management
Is there a system in place to ensure materials are only sourced from
approved suppliers? YESH® NO DI
Is an Approved Supplier List maintained? YESHE NOO
Has each supplier of raw materials been inspected for proper controls? YESHE NOO
Are agreements in place with suppliers requiring notification of changes to
products / processes? YESH® NO DI
Are there written specifications for each material used for manufacturing
activities? YESH® NOD
Are incoming materials inspected? YESHE NOO
Are incoming materials quarantined until approved for use? YESHE NOO
Are there written procedures for receipt, inspection, and quality release of
materials? YESH® NOD
Are rejected materials quarantined and clearly marked to prevent their use? YESHE NOO
Comments
9. Production and Process Control
Is traceability of materials used in manufacturing maintained? YESHE NOO
Are batch records used to document materials and equipment used in
manufacturing? YESE NOO
Have manufacturing processes been validated? YESHE NOO
Is in-process inspection / testing performed? YESE NOO
Is final inspection / testing performed for finished products? YESHE NOO
Are sampled of finished products retained? YESE NOO
Are deviations (planned or unplanned) from manufacturing procedures
documented? YES® NO O
Is each batch of material provided to Pharma Source assigned a unique
identifier for traceability? YES® NoOI
Comments
10. Quality Program
Document Control
Is there a written Quality Manual? YESHE NOO

StrivePharmacy215




Form Department
Page Sof 6
Quality Questionnaire Quality
Version Effective Date
1.0 26 Oct 2021
Are there written procedures for all manufacturing activities? YESHE NOO
Are procedures periodically reviewed and updated as necessary? YESHE NOO
Are documents’ revision history maintained? YESHE NOO
Is there a procedure for document control? YESHE NOO
Is there a procedure for record retention? YESE NOO
Change Control
Do you have a Change Control program? YESE NOO
Are customers notified in advance of significant changes to processes? YESHE NO O
Nonconforming Product
Is there a procedure for the documentar:?:cg:;jo:r;:/iisgtlgra;:);cg YESH NOOI
Is nonconformance data reviewed and are trends monitored? YESHE NOO
Are adverse trends addressed? YESHE NOO
Is there a written procedure for corrective and preventive action? YESHE NOO
Complaint Handling
_ . I§ there a wyitten proqedure for handling complaints, complaint YES® NO O
investigations, apd |mplement|r)g qorrectlve 'actlons when a'pproprla.te?
Are reports of complaints and investigations provided t?nil;zl%ri?‘zr::al"t:tggrllress’} YESH NOOI
Quality Audit Program
Is there an internal quality audit program to dqel::ir:\ylr::aif;(;?xz:te;s/ S‘c;f(_:‘ tmh(; YESH NOOI
Is there a third party audit program? YESHE NOO
Comments
11. Records
Please include pdf copies of the following documents with the completed Quality Questionnaire
e Organizational Chart
* Federal and/or State manufacturing licenses or registrations
* Most recent FDA 483, warning letter and/or consent decree, if applicable
e Quality Manual
* Index of Standard Operating Procedures
* Facility floor plan / Site Map

StrivePharmacy216
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Exhibit 4



SHEDRX

TELEMEDICINE, TELEMEDIGINE, MT
Phone: 2093803200, Fax:
Dale: Oct/11/2023 09:26:34 PM (CST)
TOD PIERSON NP-C Stats Lic. MTAP80726755

TOD PIERSON NP-C
Electronic Prescription Order

Name: - Last Name: Middle Name:

Phone: Cell Phone: DOB:

Address: 2622 n lorton pl Address {Cont): Email:

City: Kuna Slate: ID Zip: 83634
Gender: Female Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

'rjjhf)‘::"o' Ins. BIN: Delvely Type:  UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide/B12 Inj
Strength: 2/1 mg/ml (1ml)====
Quantity: 1 ml (one)====
Refills: O====
Directions: Inject 0.125 ml (12.5 units) subcutaneously once weekly for 4 weeks then 0.25 ml (25 units)
subcutaneously once weekly for 2 weeks====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 42====
Special instructions: Include Insulin Needles====
Date Written: 10/11/2023 (Oct 11, 2028)====
Purpose: Add B12 to prevent nausea/vomiting and use compounded vials that offer flexible dosing for
patients and lowest effective dose to minimize side effects and increase outcomes====

#2 Ondansetron Tab Orally Dis
Strength: 4mg———
Quantity: 20 each (twenty)====
Refills: O====
Directions: Take 1 tablet by mouth daily as needed for nausea and
vomiting====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 20====

Date Written: 10/11/2023 (Oct 11, 20283)====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: No known medical conditions;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: TOD PIERSON NP-C Date: Oct/11/2023 09:26:34 PM (CST)
Signed electronically by: TOD PIERSON NP-C

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #89360550
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BELLE MEDICAL - BOISE

3010 MAGIC VIEW DR, MAPLETON, UT 83642
Phone: 208-370-5445, Fax:
Date: Apr/18/2023 08:31:04 AM (CST)

DERRICK EVAN PICKERING N.P. State Lic. UT7675886-4405
DERRICK EVAN PICKERING N.P.
Electronic Prescription Order

Name: - Last Name: - Middle Name:

Phone: 2089948631 Gell Phone: | DOB: -
Address: 5136 N Saguaro 4655 (Cont): Email:
Hills Ave
City: Meridian State: ID Zip: 83646
Gender: Female Pay Type: Ins. Name:
Group Name: Ins. Phone: Member ID:
Ins. Control . . }
Nurmbsr- Ins. BIN: Delivery Type: UPS 2nd Day Air
Driver's License Driver's License
Number: State:

#1 Semaglutide/B12 INJ
Strength: 2/1 mg/ml (1ml)====
Quantity: 1 ml (one)====
Refills: 0====
Directions: Inject 0.125 ml (12.5 units) subcutaneously once weekly for 2 weeks then 0.25 ml (25 units)
subcutaneously once weekly for 2 weeks. Then inject 50 units once a week====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 28====
Special instructions: Include Insulin Needles====
Date Written: 04/18/2023 (Apr 18, 2023)====
Purpose: WITH B12 TO PREVENT NAUSEA====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: No known medical conditions;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: DERRICK EVAN PICKERING N.P. Date: Apr/18/2023 08:31:04 AM {CST)
Signed electronically by: DERRICK EVAN PICKERING N.P.

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #86603595
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BELLE MEDICAL - BOISE

3010 MAGIC VIEW DR, MAPLETON, UT 83642
Phone: 208-370-5445, Fax:
Date: Jun/14/2023 11:49:55 AM (CST)

DERRICK EVAN PICKERING N.P. State Lic. UT7675886-4405
DERRICK EVAN PICKERING N.P.
Electronic Prescription Order

Name: ] Last Name: ] Middle Name:
Phone: Cell Phone: 2089323916 DOB:
Address: 143 villavista  p 44055 (Cont): Email:
drive
City: Ammon State: ID Zip: 83406
Gender: Female Pay Type: Ins. Name:
Group Name: Ins. Phone: Member ID:
mjﬁf,;’:tml Ins. BIN: Delivery Type:  UPS 2nd Day Alr
Driver's License Driver's License
Number: State:

#1 Semaglutide/B12 Inj
Strength: 5/1 mg/ml (2ml)====
Quantity: 2 ml (two)====
Refills: 0====
Directions: Inject 0.1 ml (10 units) Subcutaneously weekly for 2 weeks, then 0.2 ml (20 units)
Subcutaneously weekly for 4 weeks====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 90====
Special instructions: Please include 12 needles====
Date Written: 06/14/2023 (Jun 14, 2023)====
Purpose: WITH B12 TO PREVENT NAUSEA====

Special Instructions: - Allergies: ; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: DERRICK EVAN PICKERING N.P. Date: Jun/14/2023 11:49:55 AM (CST)

Signed electronically by: DERRICK EVAN PICKERING N.P.

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #87926567

StrivePharmacy222




SHED RX

TELEMEDIGINE, TELEMEDIGINE, MT
Phone: |, Fax:
Dale: Apr/03/2023 09:33:42 AM (PDT)
TOD PIERSON WORK NP-C State Lic. MTAPB0726755

TOD PIERSON WORK NP-C
Electronic Prescription Order

Name: - Last Name: Middle Name:
Phone: Cell Phone: DOB:

1636 N Snowfield

Address: PI Address (Cont): Email:

City: Kuna State: ID Zip: 83634
Gender: Female Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

Ins. Control . . )

Nurmbsr- Ins. BIN: Delivery Type: UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide/B12 INJ
Strength: 2/1 mg/ml (1ml)====
Quantity: 1 ml (one)====
Refills: 0====
Directions: Inject 0.125 ml (12.5 units) subcutaneously once weekly for 4 weeks then 0.25 ml (25 units)
subcutaneously once weekly for 2 weeks====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 28====
Special instructions: Include Insulin Needles====
Date Written: 04/03/2023 (Apr 03, 2023)====
Purpose: WITH B12 TO PREVENT NAUSEA====

Special Instructions: - Allergies: No known allergies: - Diagnosis: No known medical conditions;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: TOD PIERSON WORK NP-C Date: Apr/03/2023 09:33:42 AM (PDT)

Signed electronically by: TOD PIERSON WORK NP-C

Strive Pharmacy Arizona

1275 E Baseline Rd ste 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #86259112
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BOISE BIOLOGICS AND
REGENERATIVE

3224 N MAPLE GROVE RD, BOISE, ID 83704

Phone: 530-520-7796, Fax: 208-600-0876

Date: Jul24/2023 05:12:09 PM (CST)

RAMON ADDISON RELYEA PA-C DEA #MR7273965 State Lic. IDPA-1084
RAMON ADDISON RELYEA PA-C

Electronic Prescription Order
Name: - Last Name: Middle Name:
Phone: Cell Phone: DOB:

1097 E. Folgado

Address: St Address (Cont): Email:

City: Kuna State: ID Zip: 83634
Gender: Female Pay Type: Ins. Name:

Group Name: Ins. Phone: Member ID:

Ins. Control . ; .

Numbar: Ins. BIN: Delivery Type: UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide/B12 Inj
Strength: 2.5/1 mg/ml (2ml)====
Quantity: 2 ml (two)====
Refills: 0====
Directions: Week 1-4 Inject 0.1 ML (10 units) subcutanecusly weekly. Week 5-8 Inject 0.2 ML (20 units)
weekly. Week 9-12 Inject 0.4 ML (40 units) weekly, Week 13-16 Inject 0.68 ML (68 units) weekly, Week
17+ inject 0.96 ML (96 units) weekly====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 70====
Special instructions: NO NEEDLES====
Date Written: 07/24/2023 (Jul 24, 2023)====
Purpose: W/B12 to prevent Nausea====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: RAMON ADDISON RELYEA PA-C Date: Jul/24/2023 05:12:09 PM (CST)

Signed electronically by: RAMON ADDISON RELYEA PA-C
Strive Pharmacy Arizona
1275 E Baseline Rd ste 104, Gilbert, AZ, 85233

Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #88455393

StrivePharmacy224




BOISE BIOLOGICS AND
REGENERATIVE

3224 N MAPLE GROVE RD, BOISE, ID 83704
Phone: 530-520-7796, Fax: 208-600-0876
Date: Sep/08/2023 11:55:17 AM (CST)

RAMON ADDISON RELYEA PA-C DEA #MR7273965 State Lic. IDPA-1084
RAMON ADDISON RELYEA PA-C

Electronic Prescription Order
Name: - Last Name: Middle Name:
Phone: Cell Phone: DOB:

2710 Inglewood

Address: Rd Address (Cont): Email:

City: Boise State: ID Zip: 83705
Gender: Female Pay Type: Ins. Name:

Group Name: Ins. Phone: Member 1D:

Ins. Control . ; .

Numbar: Ins. BIN: Deliveiy Type:  UPS Ground
Driver's License Driver's License

Number: State:

#1 Semaglutide/B12 Inj
Strength: 2.5/1 mg/ml (2ml)====
Quantity: 2 ml (two)====
Refills: 0====
Directions: Week 1-4 Inject 0.1 ML (10 units) subcutanecusly weekly. Week 5-8 Inject 0.2 ML (20 units)
weekly. Week 9-12 Inject 0.4 ML (40 units) weekly, Week 13-16 Inject 0.68 ML (68 units) weekly, Week
17+ inject 0.96 ML (96 units) weekly====
Dispensation: Therapeutically equivalent generic drug may be substituted====
Days Supply: 70====
Special instructions: NO NEEDLES====
Date Written: 09/08/2023 (Sep 08, 2023)====
Purpose: Add B12 to prevent nausea/vomiting and use compounded vials that offer flexible dosing for
patients and lowest effective dose to minimize side effects and increase outcomes.====

Special Instructions: - Allergies: NO KNOWN ALLERGIES; - Diagnosis: ;

The compounded medications listed are made at the request of the prescribing practitioner whose signature appears
above due to the medical need of a specific patient and the preparation is prescribed because the prescriber has
determined that the preparation will produce a clinically significant therapeutic response compared to a commercially
available product.

Submitted by: RAMON ADDISON RELYEA PA-C Date: Sep/08/2023 11:55:17 AM {CST)

Signed electronically by: RAMON ADDISON RELYEA PA-C

Strive Pharmacy Arizona

1275 E Baseline Rd sle 104, Gilbert, AZ, 85233
Phone: 480-626-4366, Fax: 480-626-4365
LIFE FILE Pharmacy System

Order #89038563

StrivePharmacy225
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