Alliance for
Pharmacy
Compounding

Compounding the Joy of Living®

November 18, 2024

Robert Califf, MD
Commissioner

Valerie Jensen
Director, Drug Shortage Staff

Gail Bormel, JD

Director, Office of Compounding Quality and Compliance
U.S. Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Subject: Formal Comment Submission Regarding the Ongoing Shortage of FDA-Approved Semaglutide
Injection Products, Docket No. FDA-2015-N-0030-0001

Dear Commissioner Califf, Ms. Jensen, and Dr. Bormel:

Thank you for your attention to my letter submitted on November 15 regarding the persistent shortage
of FDA-approved semaglutide injection products. Since that submission, we have received additional
reports from our members, which further underscore the critical role compounded semaglutide
products continue to play in addressing patient needs during this shortage.

Attached are the latest screenshots from wholesalers indicating continued limited availability of FDA-
approved semaglutide products. Additionally, we have gathered dispensing data from 15 additional
compounders, which collectively account for nearly 40,000 compounded semaglutide prescriptions per
month. This volume highlights the substantial patient reliance on compounded products to fill the gap
created by insufficient supply of FDA-approved medications.

Below is a breakdown of prescriptions dispensed monthly by these 15 additional pharmacies:
Pharmacy Prescriptions/Month

AA 830

BB 1,700

CcC 8,800



Pharmacy Prescriptions/Month

DD 250
EE 475
FF 2,700
GG 6,000
HH 2,400
Il 1,000
1 3,500
KK 1,700
LL 6,200
MM 3,000
NN 350
00 600
Total 39,505

These numbers emphasize the need for a robust supply chain of FDA-approved semaglutide products.
We urge the agency to address manufacturing shortages promptly to ensure adequate availability for
patients who depend on these therapies.

We remain committed to supporting the FDA in addressing this issue and are available to provide any
additional data or insights that may aid in resolving these shortages effectively.

Thank you for your continued attention and consideration.

Sincerely,

ﬂ sl -
/ﬂv L L/ L L \__
Tenille Davis, PharmD, RPh, BCSCP, FAPC
Chief Advocacy Officer

Alliance for Pharmacy Compounding
tenille@a4pc.org
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Description
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WEGOVY .5MG PREFIL PENS

L ] 4 940783 00169450514 NR REFRIGERATED 4X.5 ML SOA 67451 $1,349.02 0
WEGOVY 1.7MG PREFIL PENS
e 4 940759 00169451714 NR REFRIGERATED 4X.75 ML SOA 4496733 $1,349.02 25+
WEGOVY 1MG PREFIL PEN
L ] 4 940767 00169450114 NR REFRIGERATED 4X.5 ML SOA 67451 $1,349.02 0
WEGOVY 2.4MG PREFILL PENS
L] 2 940742 00169452414 NR —— 4X.75 ML SOA 4496733 $1,349.02 75+
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[ ] 12 955617 00169477212 NR CZERIC S o "3:!‘ ZMGBOSE 1X3 ML SOP 322.84 $968.52 [
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WEGOVY SINGLE DOSE PENS 1MG oot et s
NDC: 00169450114 INJECTABLE 4 —_ el el
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Description ¢
WEGOVY .26MG PREFILL PENS
REFRIGERATED
WEGOVY .5MG PREFIL PENS
REFRIGERATED
WEGOVY 1.7MG PREFIL PENS
REFRIGERATED

WEGOVY 1MG PREFIL PEN
REFRIGERATED

Size

4X.5 ML SOA

4X.5 ML SOA

4X.75 ML SOA

4X.5ML SOA

Unit
Costs

Costs

Avail

0

1
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Contracts
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B-RX

B-RX

B-RX

Availability Alert

5728308 - WEGOVY SY 1MG/0.5ML 4X0.5ML PPN

Updated as of:

Message:

Additional comments:

Expected availability in DC:
Product issue(s) tracked since:

Quantity Available to Order at
this time:

Availability Alert messages are provided to Cardinal Health by the
manufacturer. Please review availability alert messages often, as

information is updated frequently.

11/11/2024

__________ CloseX

Manufacturer is allocating product to
Cardinal Health. Until supply is
sufficient to meet customer demand,
Cardinal Health will allocate

NS

11/18/24 to 11/21/24
05/03/2023




Availability Alert | CloseX

5830005 - OZEMPIC SY0.25 OR 0.5MG 3ML PPN
Updated as of: 11/05/2024

Product is in stock or in transit to
Cardinal Health. Current
Message: inventory may expire in less than 12

months as the manufacturer was
. | hingi hart atad

Additional comments:

%

Expected availability in DC: 11/05/24 to 11/19/24
Product issue(s) tracked since: 08/26/2024
Quantity Available to Order at 24

this time:

Availability Alert messages are provided to Cardinal Health by the
manufacturer. Please review availability alert messages often, as
information is updated frequently.




Avaliability Alert — Ciosex

5728282 - WEGOVY SY 0.25MG/0.5ML4X0.5ML PPN
Updated as of: 11/11/2024

[Manufacturer is allocating short
dated product to Cardinal Health.
Message: Until supply is sufficient to meet
customer demand, Cardinal Health P
hatill allnrata cuictnmare hacad an o

Best dating available is 05/31/2025

Additional comments:

Expected availability in DC: 11/18/24 to 11/21/24
Product issue(s) tracked since: 05/04/2023
Quantity Available to Order at 0

this time:

Availability Alert messages are provided to Cardinal Health by the
manufacturer. Please review availability alert messages often, as
information is updated frequently.




Availability Alert _________ CloseX

5728290 - WEGOVY SY 0.5MG/0.5ML 4X0.5ML PPN
Updated as of: 11/11/2024

Manufacturer is allocating product to
|Cardinal Health. Until supply is
Message: sufficient to meet customer demand,

|Cardinal Health will allocate

Additional comments:

N

Expected availability in DC: 11/18/24 to 11/21/24
Product issue(s) tracked since: 04/27/2023

Quantity Available to Order at

this time: 0

Availability Alert messages are provided to Cardinal Health by the
manufacturer. Please review availability alert messages often, as
information is updated frequently.

Availability Aler T

5728282 - WEGOVY SY 0.25MG/0.5ML4X0.5ML PPN
Updated as of: 11/11/2024

anufacturer is allocating short .

ated product to Cardinal Health.
Message: ntil supply is sufficient to meet -

ustomer demand, Cardinal

EBest dating available is 05/31/2025

Additional comments:

Expected availability in DC: 11/18/24 to 11/21/24
Product issue(s) tracked since: 05/04/2023

Quantity Available to Order at 3
this time:




728290 - WEGOVY SY 0.5MG/0.5ML 4X0.5ML PPN

Jpdated as of; 11/11/2024
[Manufacturer is allocating -
product to Cardinal Health. Until
dessage: |supply is sufficient to meet -

customer demand, Cardinal 7
Moolth wall sllacobs micbammare A7

vdditional comments:

y
ixpected availability in DC: 11/18/24 to 11/21/24
'roduct issue(s) tracked since: 04/27/2023
Juantity Available to Order at 3
this time:
Availabifity Alert messages are provided to Cardinal Health by the
namniifacturar. Plaacs review availahilitv alart meaczanas nften. a<
728308 - WEGOVY SY 1MG/0.5ML 4X0.5ML PPN
pdated as of; 11/11/2024
Manufacturer is allocating A
product to Cardinal Health. Until
Es5age: upply is sufficient to meet -

customer demand, Cardinal

dditional comments:

A

xpected availability in DC;: 11/18/24 to 11/21/24
roduct issue(s) tracked since: 05/03/2023

uantity Available to Order at 3

his time:

787197 - MOUNJARO SY 7.5MG/0.5ML 4 PPN

Jpdated as of; 11/13/2024
anufacturer is allocating -
roduct to Cardinal Health. Until
lessage: upply is sufficient to meet -

ustomer demand, Cardinal

idditional comments:

xpected availability in DC: Date not provided by manufacturer
‘roduct issue(s) tracked since: 01/17/2024

Juantity Available to Order at

his time: 3



Updated as of:

Message:

Additional comments:

Expected availability in DC:
Product issue(s) tracked since:

Quantity Available to Order at
this time:

|5787205 - MOUNJARO SY 10MG/0.5ML 4 PPN

11/13/2024

Manufacturer is allocating "
product to Cardinal Health. Until

upply is sufficient to meet -
customer demand, Cardinal

£
Date not provided by manufacturer
10/23/2024

5

eGate Portal

-

Daily Unit
Usage Max Item NDCIUPC TE Description & Size ¥ Costs Costs Avails

WEGOVY .5MG PREFIL PENS

° & 4 940783 00169450514  NR REPRIGERATED 4X.5 ML SOA = _ 1 [
o 4 940750 00168451714  NR WEGOVY 1. TG PREFIL PENS XTEMLS0A D el o+
o 4 940767 00169450114  NR RGO o PRI PEn XEMLSOA e D 7
o 2 940742 00169452414  NR WEGQUY 2418 PREFILL PENS XTEMLSOA epgee cHENEES S0+

OZEMPIC 0.25/0.5 MG PFP 3 ML ACQ Cost:
PRE-FILLED PEN - 0.25 mg or 0.5 mg dose (2 mg/3 mL) - :
EA
Restricted
zeJu)
NDC #: 00169-4181-13 n
Product #: 10277290 Find /
NOVO NORDISK INC




OZEMPIC 1MG/0.75ML PFP 3 ML ACQ Cost:
PRE-FILLED PEN * 1 mg/0.75 mL (4 mg/3 mL) - EA

NDC #: 00169-4130-13
Product #: 10255019
NOVO NORDISK INC

OZEMPIC 2MG/0.75ML PFP 3 ML ACQ Cos
PRE-FILLED PEN - 2 mg/0.75 mL (8 mg/3 mL) - EA

. NDGC #: 00169-4772-12
A Product #: 10266943
F t
e NOVO NORDISK INC

Browse By Category | Tools ¥ Support Services v Favarites
Dascripeian fam U Size Ferbase v Fatai Prics #cg, ast «
Catalog Type WEGOVY 2.4 MG PFP LXD7S ML <> | o Ful B PEN W0 4384333 1818 63
Active Products
() Al ABC Products. T 0258063 | 00ies-4528-14 | 732260 100+ Find Altarnotives 1 T EA
NOVE NORDISK INC =)
Refine Scarch 1D Requires refrigeration freczing
(3 InStock .
\) WEGOVY 0.5 MG PFP 4X0.5 ML Sf | PRE-FLLEDPEN LHOE 4574500 Sl
(I usage Only
(I Contioct Only T8 10258936 | 0O149-4505-1 | T32253 ing Alternoth EA
NOVG NORDISK INC 2 '
@ Cleor Selacted @ Out of Stock- Anticipated Recoveny: 112202024 || Bock Orod Me () hequires refrigerotion; reezing (8 Matenal Note
“ Strangth (WEAEH LG PEr RS T | PERLLEDPEN axns 34574500 BRELE
025 MG/0SML
o s D 10258007 | 0169-4501-U4 732250 Find Allemotves 1 ) m
st NOUD NORDISK INC ic |
MG/OSML 1] —
E = 1 Out ol Stoek Anticipatod Rocovory /32,3005 || Back Crar | ROty Mo () Requisas ratdgaration Feating (B Mataral Noto
b TMG/OT5 ML 1]
2aMainIEM WEGOVY 0.25 MG PFP AXOSML < | pac_paLen Pen 405 4574500 SL4IERD
RceT T 0zsavan | cows-ases-1a| 7326 ~
Eind Altarnotives 1 EA
FRE-FLLEDFEN () NOVO HORDISK INC
@ Out of Stock- Anticipated Aecovery: 11/22/ 2026 O Requires refrigeration. freezing B Mateiol Note
~ Product Type
Clrx 15 WEGOVY 1.7 MG PFP GXO.TS ML " | e ruienpen e 4384358 EPEE

£

~ Bronded Vs. Generic

0258826 | 00169-4517-14 | 732210 100+ Eind Alterngtives EA
HOVD NORDISK INC. (U] 4

©) Regquires rerrigeration reazng

Cawiop  Owers . Buckorders  Remms . Inwemsey . Repors . Amin.  Wep  Tumesl View Full Scrmon

Accomnt Sech Fec @ [ TTER X

Catilog: Search Results comrcams comms | §
REFmE REERTS - | @ 44 2 b MPage| 1 ols ShowRews a0 |
? ‘ mazee  oowsdstri4 [H] WEGOVY 1.7 MG 4 PREF PENS o »100 >0 = = sigme v so00
= -
J mman wwsa B ooz ows e s m w0 s 0 Ea sewm v s
01050114 WEGOVY TMG 4 PREF PENS Ed =100 0 oul A R v 00
orsaszts  [E] WEGOVY 025G 4 PREF PENS £ 10 Detat e sismm v s
o0tens0sts  [H]  WEGOVY O SWG-4 PREF PENS el 100 0 Dusl B sisme v o




< Mutual Drug =~ =e ' a @
@ RxPurchase Chart = Unistik 3 " ; SafeCt : == |  Save 15%' S e [l R e s

- — St i ; E Unti November3o (R iiliiNe i Pt
© Products s s il BT ppe—tre—r—y = ’ g bwand of s ges and pen needles . -

R Ry Orders

¥ Orders » Enlarge Pack Size: 3 Inv, Price Units: EACH NDC: D0163452414 Category: R Brand

UPC: 301668452414 Retail Price; AWP: $1618.82 AWP Spread:

Orelor History WEGOVY SINGLE DOSE PREFILLED PEN 0.25 MG 4
LTI Rty Purchuased (1170720240
Back Orders HOVO-NORDISK
MANUFACTURER DATE UNAVAILABLE
Haskory Iem #: 413195 Net Price fTETEER] et Unit Price:$657 75050 DEA Code: Whs. Gty: O | LONG TERM BACKORDER » 30 DAYS
Pack Size: 2 Inv. Price Units: EACH NDC: 00169452514 Category: Rx Brand
ASN History
UPC: 30150452514 Retail Price: AWP: 5161882 AWP Spread: TEE Code: NR
rocats W
S | - o |
HOVO-NORDISK
®  Reports >

MANUFACTURER DATE UNAVAILABLE

Hom # 413203 Net Price [TEIEER] Net Unit Price:565775950  DEA Code: o PSR ——
B store Profile

Pack Size: 2 Inv. Price: Units: EACH NDC: 00169450514 Category: Rx Brand
lés  Mutual Drug Analytics (MDA UPC: 30165450514 Retail Price: AWP: $1618.82 AWP Spread: TEE Code: Nt

= MemberAccess Portal (MAP) 3
WEGOVY SINGLE DOSE PREFILLED PEN 1 MG 4
- R Il ooty Purchased /0772020

L

(T 10258936 | 00169-4505-14 | 732253
NOVO NORDISK INC

@ Out of Stock- Anticipated Recovery: 11/22/2024 D Notify Me

Q[T 10258907 | 00169-4501-14 | 732251
NOVO NORDISK INC

QI 10258940 | 00169-4525-14 | 732268
NOVO NORDISK INC

@ Out of Stock- Anticipated Recovery: 11/22/2024 D Notify Me

WEGOVY 0.5 MG PFP 4X0.5 ML * PRE-FILLED P... 4X0.5

D Back Order @ Requires refrigeration/freezing @ Material Note

o Out of Stock- Anticipated Recovery: 11/22/2024 D Back Order |:| Notify Me @ Requir|

WEGOVY 025 MG PFP4XO5ML Ao ppe piliepp.  4x05

| |Back Order  €) Requires refrigeration/freezing (@ Material Note

ALO

Available on Smart§

ALO

ALO
0

Available on Smart




SCRIPTION EST. NET PRICE UNIT PRICE PRICE IND GEN EQUIV | DO NOT SUB | AWAILQTY

VEGOVY 1MG 4 PREF PENS 51.618.82 $1295.06 5§1295.06 56475300 0 z [~ 0
VEGOVY 0.25MG 4 PREF PENS 5161882 $1295.06 51295.06 5647 5300 =100 : C 5
WEGOVY 0 5MG 4 PREF PENS 51,618.82 $1295.06 51295.06 5647 5300 0 - GE - 0 )
VEGOVY 1.7 MG 4 PREF PENS 51,618.82 $1295.06 51295.06 54316867 >100 b C >100
VEGOVY 2.4 MG 4 PREF PENS 51,618.82 $1295.06 §1295.06 5431.6867 >100 s [[ae ] - >100

semaglutide

v Support Services v Favorites
—
) Requires refrigeration/freezing
WEGOVY 0.5 MG PFP 4X0.5 ML -;;\3 PRE-FILLED PEN 4X05
(T® 10258936 | 00169-4505-14 | 732253 B PRt 1 Blea
NOVO NORDISK INC e
@ Out of Stock- Anticipated Recovery: 11/22/2024 || NotifyMe [ | Back Order [0)
) Requi frigeration/freezing () Material Note
WEGOVY 1MG PFP 4X0.5 ML ﬂ? PRE-FILLED PEN LX05
(M 10258907 | 00169-4501-14 | 732251 “60 Find Alternatives 1 ~ EA
NOVO NORDISK INC o .
@ Out of Stock- Anticipated Recovery: 11/22/2024 [: Back Order G Notify Me () Requires refrigeration/freezing (&) Material Note
WEGOVY 0.25 MG PFP 4X0.5 ML -* PRE-FILLED PEN 4X0.5
(T 10258940 | 00169-4525-14 | 732268 "60 Find Alternatives 1 ~ EA
NOVO NORDISK INC (U] hdl
@ Out of Stack- Anticipated Recovery: 11/22/2024 || NotifyMe || Back Order @

© Requires refrigeration/freezing @ Material Note



