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Al 7 2 [Attachment 2] Press Release

Gallant Announces First-of-lts-Kind Partnership with
MWI Animal Health

to Deliver Anticipated FDA-Conditionally Approved Stem Cell Therapy
into Veterinary Clinics

February 27, 2026

m Press Release (English)

Overview

Gallant, an animal health biotechnology company, announced a landmark fulfillment
partnership with MWI Animal Health (a Cencora company) to establish the first-ever
ultra-low temperature cold chain for veterinary medicine. The partnership is designed to
support the anticipated launch of sonruvetcel, a potential first-ever FDA-approved off-
the-shelf allogeneic stem cell therapy for cats.

The Therapy: Sonruvetcel

* Product: Sonruvetcel injectable suspension
* Type: Uterine-derived allogeneic mesenchymal stromal cell (MSC) therapy

» Target condition: Refractory feline chronic gingivostomatitis (rFCGS) — a severe,
treatment-resistant oral disease in cats

+ Regulatory status: Pending conditional approval by FDA Center for Veterinary
Medicine (FDA-CVM)

» Storage requirement: Ultra-low temperature (-80°C)

Cold Chain Infrastructure

MWI Animal Health will develop and deploy a scalable ultra-low temperature fulfillment
model enabling:

« Overnight shipping from MWI's distribution center in Edwardsville, Kansas
» Nationwide availability across the continental United States

» Coverage of noncontiguous U.S. markets including Alaska, Hawaii, and Puerto
Rico



This represents the first ultra-low temperature cold chain infrastructure purpose-built for
the veterinary industry.

Key Quotes

"Breakthrough science only matters if we can safely and reliably put it into
the hands of veterinary professionals. MWI's scale, expertise, and
commitment to building this first-of-its-kind cold chain infrastructure will be
essential to ensuring that veterinary clinics across the country can access
this therapy when it becomes available."

— Dr. Linda Black, CEO, Gallant

Market Context

Survey data conducted by Gallant in collaboration with the American Animal Hospital
Association (AAHA):

» ~95% of veterinary professionals believe stem cell therapy will become a
standard treatment option within the next decade

* 79% say they are likely to use or recommend stem cell therapy in the future

About the Companies
Gallant

Gallant is an animal health biotech company focused on developing regenerative
medicine therapies for companion animals. The company is advancing sonruvetcel as a
potential first-in-class, off-the-shelf allogeneic stem cell therapy targeting feline diseases.

MWI Animal Health (a Cencora company)

MW!I Animal Health is one of the world's largest distributors of animal health products,
serving companion animal, production animal, and equine markets. As part of Cencora,
MWI brings extensive distribution infrastructure and logistics expertise to support
innovative therapies reaching veterinary clinics nationwide.

Media Contact: Julie Lawless, LawlessComms — +1.615.585.5861

Source:
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Al 3 [Attachment 3] Press Release

Covetrus and MWI Animal Health to Merge

February 18, 2026

m Press Release (English)

Overview

Cencora, Inc. and Covetrus announced on February 18, 2026, that they have entered
into a definitive agreement under which MWI Animal Health and Covetrus will merge,
creating a comprehensive animal health platform that combines distribution capabilities
with technology-enabled veterinary services.

Transaction Terms

Enterprise Value of MWI Animal Health: $3.5 billion USD
Cencora consideration upon closing:

+ $1.25 billion in upfront cash proceeds

« $800 million in preferred equity

« $1.45 billion paid in common equity

+ 34.3% non-controlling common equity stake in the combined company

Strategic Rationale

The merger unites two complementary businesses:

« MWI Animal Health: World-class distribution and supply chain across companion
animal, production animal, and equine sectors

« Covetrus: Technology-enabled services including practice management software,
e-prescribing, pharmacy services, and data platforms for veterinary clinics

Together, the combined company aims to offer a comprehensive animal health platform
integrating pharmaceutical distribution, veterinary IT, pharmacy services, and data
analytics.



Key Quotes

"This merger will allow us to offer more solutions to more customers, improve
logistics, create savings and develop innovative new ways to support the
animal health ecosystem."

— Ben Wolin, President & CEO, Covetrus

"This transaction positions MWI for success with a partner strategically
focused on and dedicated to animal health, while allowing Cencora to further
invest in our key growth priorities."

— Bob Mauch, CEO, Cencora

"By joining with Covetrus, MWI will continue its longstanding 50-year legacy
of providing exceptional service, while equipping our teams to more
effectively serve all stakeholders through combined supply chain and tech-
enabled solutions.”

— Steve Shell, President, MWI Animal Health

Closing Conditions & Timeline

The transaction is subject to receipt of required regulatory approvals and other
customary closing conditions. Cencora's fiscal 2026 financial guidance (ending
September 30, 2026) does not currently contemplate the transaction closing within the
fiscal year.

About the Companies
Covetrus

Covetrus is an animal health technology and services company dedicated to supporting
the global veterinary community. Its integrated platform includes software, pharmacy
services, and supply chain solutions for veterinary practices worldwide.

MWI Animal Health (a Cencora company)

MWI Animal Health is one of the world's largest distributors of animal health products,
serving companion animal, production animal, and equine markets across the United
States and internationally. MWI is a subsidiary of Cencora, Inc., a global pharmaceutical
sourcing and distribution company.



Sources:
https://covetrus.com/newsroom/covetrus-and-mwi-animal-health-to-merge/

https://www.mwiah.com/newsroom/press-releases/cencora-announces-merger-
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H# URL:

https://covetrus.com/newsroom/covetrus-and-mwi-animal-health-to-merge/

https://www.mwiah.com/newsroom/press-releases/cencora-announces-merger-
between-mwi-animal-health-and-covetrus




A% 4 [Attachment 4]
FDA Bar Code Label Requirements

Code of Federal Regulations — 21 CFR § 201.25

m Original Text (English) — 21 CFR § 201.25

Source: Code of Federal Regulations, Title 21, Part 201, Section 201.25

"Bar Code Label Requirements"”

(a) Who is subject to these requirements?

Manufacturers, repackers, relabelers, and private label distributors of a human
prescription drug product or an over-the-counter (OTC) drug product that is regulated
under the Federal Food, Drug, and Cosmetic Act (the act) or the Public Health Service
Act are subject to the bar code label requirements unless they are exempt from the
registration and drug listing requirements in section 510 of the act.

(b) What drug products are subject to these requirements?
(1) Prescription drug products:

All human prescription drug products, including biological products, EXCEPT:
(i) Drug samples
(i) Allergenic extracts
(iii) Intrauterine contraceptive devices regulated as drugs
(iv) Medical gases
(v) Radiopharmaceuticals
(vi) Low-density polyethylene form fill and seal containers without overwraps

Note: Drugs sold directly to patients are not subject; however, hospital versions of the
same product ARE subject.

(2) Biological products:

Biological products regulated under the Public Health Service Act are subject to these
requirements.



(3) OTC drug products:

OTC drug products are subject if "commonly used in hospitals," meaning they are
packaged, labeled, marketed, promoted, or sold for hospital use.

IMPORTANT NOTE regarding Animal Drugs:

21 CFR 201.25 applies ONLY to human drugs (prescription drugs, OTC drugs, and
biological products). Animal drugs are NOT covered by this section. This is the legal
basis for the current absence of a barcode labeling mandate for animal drugs in the
United States.

(c) What are the bar code specifications?

(1) Each drug product must have a bar code that:

(i) Contains, at a minimum, the appropriate NDC in a linear bar code that meets
EAN/UCC or HIBCC standards, or another FDA Center Director-approved format.

(ii) Is surrounded by sufficient blank (quiet) space so that it can be scanned
correctly.

(iii) Remains intact under normal conditions of use.
(2) The bar code must appear on the drug's label as defined by section 201(k) of the act.

(d) Exemptions
On its own initiative, or in response to a written request, FDA may exempt a drug
product from the bar code requirements if:

(1) Compliance would adversely affect safety, effectiveness, purity, or potency, OR
compliance is not technologically feasible, AND the concerns cannot reasonably be
addressed by package redesign or use of overwraps; OR

(2) An alternative regulatory program or method renders the bar code unnecessary for
patient safety.

Source URL: https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-
201/subpart-A/section-201.25

https://www.law.cornell.edu/cfr/text/21/201.25
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H{ 8 URL : https://www.ecfr.gov/current/titie-21/chapter-l/subchapter-C/part-201/subpart-
Al/section-201.25

https://www.law.cornell.edu/cfr/text/21/201.25
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FDA Final Rule

"Revising the National Drug Code Format and Drug Label Barcode Requirements

m Summary (English)

Source: Federal Register, Vol. 91, Published March 5, 2026
Rule Number: 2026-04368
Docket Number: FDA-2021-N-1351

[Purpose and Background]

The U.S. Food and Drug Administration (FDA) published a final rule to address the
impending exhaustion of the current 10-digit National Drug Code (NDC) format by
standardizing all FDA-assigned NDCs to a uniform 12-digit format. This rule applies to
both human drugs and animal drugs, and is intended to facilitate the adoption of a single
NDC format across the entire healthcare and veterinary industry.

[Key Provisions]
1. NDC Format Change

- Current: 10 or 11 digits (multiple formats in use)

- New: 12 digits, uniform format (6 + 4 + 2 segments)
- Segment 1 (6 digits): Labeler Code (identifies manufacturer/distributor)
- Segment 2 (4 digits): Product Code (identifies product, strength, dosage form)
- Segment 3 (2 digits): Package Code (identifies packaging size/type)

2. Barcode Requirement Revisions

- Current: Linear barcodes only
- New: Either linear or 2D (two-dimensional) barcodes permitted

- Barcodes must conform to FDA-recognized standards (EAN/UCC, HIBCC, or other
FDA-approved formats)



3. Scope

- Applies to human prescription drugs, OTC drugs, AND animal drugs

- Manufacturers, repackers, relabelers, and private label distributors are all subject

[Effective Date]

March 7, 2033 (approximately 7-year transition period from publication date)

[Significance for Animal Drug Industry]

While barcode labeling is currently not mandatory for animal drugs, this final rule signals
that standardized NDC codes and barcode requirements will extend to animal drugs by
2033. Animal drug manufacturers and distributors should begin planning for compliance
with the new 12-digit NDC format and updated barcode standards.

(Source URL: https://www.federalregister.gov/documents/2026/03/05/2026-
04368/revising-the-national-drug-code-format-and-drug-label-barcode-requirements )
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7i% 6 Supplementary Document 6

USDA APHIS National Animal Vaccine and Veterinary Countermeasures Bank
(NAVVCB)
Overview, Funding, and Role in U.S. Animal Disease Preparedness

[English Original]
1. Background and Legislative Establishment

For decades, U.S. animal health officials, veterinarians, and livestock industries have
worried about a potential outbreak of foot-and-mouth disease in the United States. To
address these longstanding concerns, Congress directed APHIS, through the 2018 Farm
Bill, to establish the National Animal Vaccine and Veterinary Countermeasures Bank
(NAVVCB).

Since 2019, APHIS has invested millions of dollars to amass a stockpile of foot-and-
mouth disease vaccine "that dwarfs anything our Nation has had previously." This U.S.-
only vaccine supply is central to the United States' ability to respond to, control, and
ultimately eliminate an outbreak of foot-and-mouth disease on U.S. soil. (APHIS
NAVVCB official page)

2. Current Functions of the NAVVCB
Today, the NAVVCB:

e Serves as the U.S. stockpile of foot-and-mouth disease vaccine and veterinary
countermeasures.

e Supports critical U.S. response activities in case of a foot-and-mouth disease
outbreak.

e Augments vaccines and countermeasures available to the United States through the
North American Foot-and-Mouth Disease Vaccine Bank and the National Veterinary
Stockpile.

3. Building the FMD Vaccine Stockpile

As directed by Congress, APHIS's first priority has been to ensure adequate supplies of
vaccine to respond to the most concerning strains of the foot-and-mouth disease virus. A



technical committee provides scientific recommendations and oversees the vaccine
bank.

On the advice of this technical committee, APHIS has invested approximately $42 million
to purchase foot-and-mouth disease vaccine antigen concentrate from private
companies, with another $30 million in planned purchases through fiscal year (FY) 2023.
APHIS has also purchased diagnostic kits to enhance rapid detection and response
capability. This U.S.-only supply augments the vaccine available through the North
American Foot-and-Mouth Disease Vaccine Bank.

4. Investment Summary

Period / Item NAVVCB Investment Notes

FMD antigen (invested) ~$42 million Purchased from private
companies (pre-FY2024)

FMD antigen (planned) $30 million Planned through FY 2023

FY 2020-2024 More than $78 million APHIS FY2025

(cumulative, all items) announcement

FY 2024 $6M (FMD) + $0.9M (CSF) | FMD antigen concentrate +
diagnostic kits + CSF
replenishment

FY 2026 onwards (annual) | $153 million/year Under "One Big Beautiful
Bill" (FY2026+)

5. Stockpiling for Other High-Consequence Diseases

The 2018 Farm Bill also authorizes APHIS to use NAVVCB funding to accumulate
vaccines and countermeasures for other high-consequence diseases beyond FMD, such
as highly pathogenic avian influenza (HPAI) and African swine fever (ASF). In FY 2022,
APHIS purchased classical swine fever (CSF) vaccine for the National Veterinary
Stockpile as part of this expanded mandate.

6. How Vaccines Are Accessed and Distributed

Vaccination helps control the spread of infection by reducing the amount of virus animals
shed and reducing clinical signs of iliness. While an outbreak would temporarily disrupt
international markets, vaccination would allow animals to move through domestic
production channels.

— 44 —



APHIS will determine how and when to use vaccines from the NAVVCB based on the
circumstances of the animal disease outbreak and in careful coordination with affected
animal industries. Critically, "APHIS will leverage the National Veterinary Stockpile
(NVS) infrastructure to distribute vaccines if they are needed." (APHIS NAVVCB official
page) The NVS is a separate, pre-established emergency logistics network coordinated
by APHIS, distinct from routine commercial distribution channels.

7. Relationship to Other Programs and Banks

e North American Foot-and-Mouth Disease Vaccine Bank (NAFMDVB): An
international burden-sharing arrangement among the U.S., Canada, Mexico, and
other partners. The NAVVCB U.S.-only stockpile supplements—not replaces—what
is available through this bank.

o National Veterinary Stockpile (NVS): The existing emergency logistics and
distribution infrastructure that NAVVCB relies upon for vaccine deployment.
Maintains supplies of veterinary medical countermeasures for rapid deployment in an
animal health emergency.

e National Animal Disease Preparedness and Response Program (NADPRP):
Complementary program funding state/university/industry preparedness projects.
Received $70 million/year from FY2026 under the same legislation.

e National Animal Health Laboratory Network (NAHLN): Diagnostic network
providing first-line outbreak detection. Received $10 million/year from FY2026.

8. FY2026 Policy Shift: A 25-fold Increase

Under President Trump's "One Big Beautiful Bill," annual NAVVCB funding increases
from approximately $6 million/year to $153 million/year beginning in FY2026—a more
than 25-fold increase. Total annual funding across the three Farm Bill animal health
programs (NAVVCB + NADPRP + NAHLN) rises to $233 million. APHIS held
stakeholder listening sessions (rescheduled to December 9-11, 2025) to gather industry
input on deployment priorities for these new funds.

9. Sources (Hi84):

(1) USDA APHIS. "National Animal Vaccine and Veterinary Countermeasures Bank."
https://www.aphis.usda.gov/animal-emergencies/navvcbh

(2) USDA APHIS. "USDA Awards $22.2 Million in Farm Bill Funding to Protect Animal
Health." May 16, 2024.

(3) USDA APHIS. "APHIS Announces FY 2025 Funding Opportunities Supporting
Animal Disease Preparedness and Response Activities." August 8, 2024.

(4) USDA APHIS. "APHIS To Host Listening Sessions on New Funding for Farm Bill
Animal Health Programs." (FY2026 announcement)
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9. s

(1) USDA APHIS. "National Animal Vaccine and Veterinary Countermeasures Bank."
https://www.aphis.usda.gov/animal-emergencies/navvcb

(2) USDA APHIS. "USDA Awards $22.2 Million in Farm Bill Funding to Protect Animal
Health." May 16, 2024.

(3) USDA APHIS. "APHIS Announces FY 2025 Funding Opportunities Supporting
Animal Disease Preparedness and Response Activities." August 8, 2024.

(4) USDA APHIS. "APHIS To Host Listening Sessions on New Funding for Farm Bill
Animal Health Programs." (FY2026 announcement)
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FDA MUMS Act (Public Law 108-282) and
Minor Use / Minor Species Animal Drug Programs
FDA MUMS ;% (Public Law 108-282) 5 & Ut
DY AE-OBESYWRAEERTOIIL
Source: Public Law 108-282, 118 Stat. 891, Signed August 2, 2004

1. Background and Legislative History /| &= &30ERE

Public Law 108-282 was enacted on August 2, 2004, during the 108th Congress. Title | of
this Act—known as the 'Minor Use and Minor Species Animal Health Act of 2004' (21
U.S.C. 301 note)—created a new regulatory framework within the Federal Food, Drug,
and Cosmetic Act (FFDCA) to address a recognized market failure in veterinary drug
development.

Public Law 108-282 (& 2004 £ 8 A 2 H. % 108 EMEBRICE>TELRILLT=, BED
Title ——T2004 F/># A& - D EES W HEEZE (Minor Use and Minor Species Animal
Health Act of 2004) (21 U.S.C. 301 note) —I[&. EHE - EZE 5 - L3 &% (FFDCA) D
BRAICH-LRAGNEZSRT. IVWAEERRFERRICBTAHBEOLRRZRET I EZBNE
Lz,

1.1 Congressional Findings (Sec. 102(a)) / =R (5 102 %&(a))

Congress made the following findings justifying the new regulatory framework:

BRI, RGN EORUMELTUT 6 BBEDARREZRLE::
(1) There is a severe shortage of approved new animal drugs for use in minor species.
(M DHEA~DEALNRKBEIN-FHVAEEREZLLAELTNS,
(2) There is a severe shortage of approved new animal drugs for treating animal
diseases and conditions that occur infrequently or in limited geographic areas.
Q) FENITLARELG., FERON-MEICOARET LBMER-KEZEEIT S
HODERBEERIIELIARARLTLS,
(3) Because of the small market shares, low-profit margins involved, and capital

investment required, it is generally not economically feasible for new animal drug
applicants to pursue approvals for these species, diseases, and conditions.

(B) TIHREA NS, FIBBEAEL RELGHRFREDKENOD, ChoDiE KR -&
BIOVWTHIVAEERDERRERET HLIE, —RAICEFMICRITRIRETALY,
(4) Because the populations for which such new animal drugs are intended may be
small and conditions of animal management may vary widely, it is often difficult to

design and conduct studies to establish drug safety and effectiveness under
traditional new animal drug approval processes.



(4) WREGDHIDERBLS DL, RABEEEFHILREERLGDIGEEN SO, HEX
DOHEBMAEERARTOLAD T TREME - ANEEHIL T 5O DHERZRE - EE
$HLIERETH D,

(5) It is in the public interest and in the interest of animal welfare to provide for special
procedures to allow the lawful use and marketing of certain new animal drugs for
minor species and minor uses that take into account these special circumstances and
that ensure that such drugs do not endanger animal or public health.

B) ABEBHMBUDE RN L. CNoDFHLEEFEZERL OO AREELIEL
OEWIEERR T AT REZER T, LEE- P HARATHBVAERROEE
RIGERERBERDIENDETHD,

(6) Exclusive marketing rights for clinical testing expenses have helped encourage

the development of 'orphan' drugs for human use, and comparable incentives should
encourage the development of new animal drugs for minor species and minor uses.

(6)AREAICHT A EMRFEGSARIA—D70 IERRKORAFEEZEBLLI-EEN
HY. AZROA o T4T NV HE - DBAEATHBNAERROREZ(RET HR
ETHA.

2. Key Definitions (Sec. 102(b)(1)) / EEE % (5 102 5(b)(1))

The Act amended Section 201 of the FFDCA (21 U.S.C. 321) by adding the following
definitions:

A%l FFDCA %6 201 %&(21 U.S.C. 321) ZRIEL. U TOEZZEMLT=:
"Major species” (21 U.S.C. 321(nn)):

Cattle, horses, swine, chickens, turkeys, dogs, and cats. The Secretary may add
species to this definition by regulation.

EZ3 (21 U.S.C. 321(nn)) :
4-5-K-B-tER R REFRUFEICIVEZEMTES,
"Minor species” (21 U.S.C. 321(00)):
Animals other than humans that are not major species.
%% 1(21 U.S.C. 321(00)) :
ABUA DB TH->T. TEETLELELO (B BN O SRS, A%E. ehiE. 55
#)o
"Minor use” (21 U.S.C. 321(pp)):

The intended use of a drug in a major species for an indication that occurs
infrequently and in only a small number of animals or in limited geographical areas
and in only a small number of animals annually.

r># A% (21 U.S.C. 321(pp)) :



FEEICBLT. ERICOHOEBMICLMARELLL., F-XBRON-EBICOARET
HBIE~NDERERSFER,

3. Conditional Approval — Sec. 571 (21 U.S.C. 360ccc) / & {TE=&EE

Section 571, added as a new Subchapter F of Chapter V of the FFDCA, establishes a
conditional approval pathway for new animal drugs intended for minor use or minor
species.

FFDCA % V ZE(Z#1=IZ&% TSN 1= Subchapter F M 571 &%, V¥ AR - LHERITHE
MAERR OO DREFEZEBEBRERET 5.

3.1 Application Requirements / BB EEZ {4
An applicant for conditional approval must submit to the Secretary (Sec. 571(a)(2)):
FRAERRORFBEFREICUTEZRELAEHTNIEESE (5 571 £(a)(2)) :
(A) All information necessary to meet the requirements of section 512(b)(1) except
512(b)(1)(A).
58 512 Z(b)(1)(A)VERR<ZE 512 (b)) DE R ZMmI=T =DITBELGT S TDIEHR.
(B) Full reports of investigations which have been made to show whether or not such

drug is safe under section 512(d) and there is a reasonable expectation of
effectiveness for use.

LEZEEMDE 512 F(d)EIEFRENEIH. BLUVFERICHTE2EMMEDEE
ML HEINEIDNERTRAEDRELRLHREE.
(C) Data for establishing a conditional dose.

FERNEREDHEILDI=HDT—4,

(D) Projections of expected need and the justification for that expectation.
FEREEDRAALTDIRHL,

(E) Information regarding the quantity of drug expected to be distributed on an
annual basis.

FRR—ATEMNRRAEFNIERLOHEICET HIFH.

(F) A commitment that the applicant will conduct additional investigations to meet the
requirements for the full demonstration of effectiveness under section 512(d)(1)(E)
within 5 years.

BEEEMN 5 ELIRIZE 512 £d)(1)(E)EIEMEDTLELETD-HDEBMER
EEEHETHELNSIEN,
3.2 Review Timeline and Decision / EEHRELRE

Within 180 days after filing, the Secretary shall either: (1) issue an order conditionally
approving the application and publish a Federal Register notice, or (2) give the applicant



notice of an opportunity for an informal hearing on whether the application can be
conditionally approved (Sec. 571(b)).

HEZEDREMNS 180 HURIZ, REIFX() FEAHEREGEE2RLENRERICAETHH .
FX Q) FHAERBOAEFICETIEAREROHEESLFHEBEE ICTEMLEFNITELR
LN(EE 571 §(b)) o

3.3 Term and Renewal /| H3h AR & E H

A conditional approval is effective for a 1-year period and is thereafter renewable by the
Secretary annually for up to 4 additional 1-year terms. A conditional approval shall be in
effect for no more than 5 years from the date of approval (Sec. 571(d)).

ERAEZEROEHDHMIE 1 FTHY., TOREK 4 B (&K 5 F) FTEREHNTRRTH
% (% 571 §&(d)).

No later than 90 days from the end of each 1-year period, the applicant may submit a
request to renew the conditional approval for an additional 1-year term. The renewal is
deemed approved at the end of the 1-year period unless the Secretary determines not to
renew (Sec. 571(d)(1)-(3)).

£ 1 FHREORTHS 90 BUAIZ, BEFEIE 1 FHRMAOEHFHRFLZIRHTESL . RE
AEFHLGWNEHIERLAEWORY., 1 £ OB TRICEFNRZBSN-LDEALEINDS (B
571 &(d)(1)-(3)) -

3.4 Transition to Full Approval | ZEZEADBIT

No later than 180 days prior to the termination date established under Sec. 571(d), an
applicant shall have submitted all information necessary to support a complete new
animal drug application under section 512(b)(1), or the conditional approval is no longer in
effect. The Secretary shall then issue either a full approval order under section 512(c) or
give the applicant an opportunity for a hearing (Sec. 571(h)).

EHHERBORTHBRERKSE)D 180 BEIETIC, HEEXE 512 £b)(1)IEI{EL
BHEBYMAEERBEICDELGTI R TOEREZRERELEZTAEESE0, RENGZTHIESE
HRERRBIEIENT D, RERES12EZC)DARBHHERTIHN. BEEOMEEE5Z LT
NIEZEBEN (5 571 §&(h)) o

3.5 Labeling Requirements /| SR JLERREH

The label and labeling of a new animal drug with a conditional approval under this section
shall bear the statement: 'conditionally approved by FDA pending a full demonstration of
effectiveness under application number [ 1' (Sec. 571(f)(1)(A)).

FHAERBEZIT-HBVAEREROINILEIUINILERRICE, TBRFEES] JITE DS
ANEDOELLGEINFEFRHELT, FDA [T&KEHEHFERTRFEH 1 (‘conditionally approved
by FDA pending a full demonstration of effectiveness under application number [___ 1) &%
RUZITHIELSE0N (5 571 £(P(1)(A))



4. Index of Legally Marketed Unapproved New Animal Drugs — Sec. 572 (21 U.S.C.
360ccc-1) | PHBERITEENREBHBVAERRITYIR

4.1 Scope of the Index | 1TV ADF R
The Secretary shall establish an index limited to (Sec. 572(a)(1)):
REFLUTICREL AV TYIREHRITRITITESA (5 572 §&(a)(1)) :

(A) New animal drugs intended for use in a minor species for which there is a
reasonable certainty that the animal or edible products from the animal will not be
consumed by humans or food-producing animals.

FVFEFTOEREGAARFZEERABVISHESN GO IENSEWICHERS
LEE~ADERZEMELE-FBYRERE M.

(B) New animal drugs intended for use only in a hatchery, tank, pond, or other similar
contained man-made structure in an early, non-food life stage of a food-producing
minor species, where safety for humans is demonstrated in accordance with the
standard of section 512(d).

BRALBEOCERRABEBOMIICENT, IEE- K- hEDATEBEMATORE
FADA#ZBREL., B 512 FA)DEEICHDAANDREEN RISV E-HEYVAER
Afo
The index shall not include a new animal drug that is contained in or a product of a
transgenic animal (Sec. 572(a)(2)).

AVTYIRIZF, BEFEBABYICEEND, F-EEBMNCEESNLHBMAESE
m [EFEEL U (5 572 5(a)(2)) .

4.2 Expert Panel Requirement /| A S EFREELNEHR

A 'qualified expert panel,' as used in this section, is a panel that (Sec. 572(d)(3)): (A) is
composed of experts qualified by scientific training and experience to evaluate the target
animal safety and effectiveness of the new animal drug under consideration; (B) operates
external to FDA; and (C) is not subject to the Federal Advisory Committee Act, 5 U.S.C.
App. 2.

FETHWSIERHIFMREESIEIL(E 572 K(d)(3): (A) BEFBVAEERDE
HEMZR - FOEZTM T AHFHIIR - EBRZE T 2EMRTHERSN (B)FDA D4t
BTEESh; (C)EHEMEESRE(5U.S.C. App. 2) DERAEZITHEVNEERELD,

4.3 Review Timeline | & Hi[B

Within 90 days after the submission of a request for a determination of eligibility based on
Sec. 572(a)(1)(A), or 180 days for a request based on Sec. 572(a)(1)(B), the Secretary
shall grant or deny the request (Sec. 572(c)(2)). Within 180 days after the receipt of a
request for listing a new animal drug in the index, the Secretary shall grant or deny the
request (Sec. 572(d)(4)).



8 572 &(a)(1)(A)ICEIGERMEHIEBRFEDOREMS 90 B LR (F(B)I<EIUGEI1X 180
BLUR)IZ, REIFHEBEZRBE(FETLEFNIEESAUE 572 £(€)(2) . 1T YA
BEBFEOZENS 180 AURNIZ, REIEBBEZRBEIIHTLAETNIEASE (5 572
2(d)(4)) .

4.4 Labeling Requirements for Indexed Products /| 1> T y2 ABEEZDSNILERT

The labeling of a new animal drug that is the subject of an index listing shall state,
prominently and conspicuously (Sec. 572(h)):

AT VI REBBOMREGIHBMAEERDSIANVICE, BIADBTUTERTRLE TN
[F7R57E0N (58 572 §(h))
(1) 'NOT APPROVED BY FDA.—Legally marketed as an FDA indexed product.
Extra-label use is prohibited.'

(1)TFDA [2&kBEBILEL—FDA 1 Ty  RiGWM AR EL TEIEMITHRE. HFXESHN
fERAIXELL, |
(2) In the case of new animal drugs indexed for use in an early non-food life stage of

a food-producing animal: 'This product is not to be used in animals intended for use
as food for humans or other animals.’

Q) ERSYOEBREBERITATYIAEERDES T ARMGIEZ. AF=IXthDE
MOBRELESFEDEYIFERLTIXESL, J

5. Designated New Animal Drugs — Sec. 573 (21 U.S.C. 360ccc-2) / i EFHH W AEE
fa (¥ RS- D #TE)

5.1 Designation / &5

The manufacturer or the sponsor of a new animal drug for a minor use or use in a minor
species may request that the Secretary declare that drug a 'designated new animal drug.'
Such a request must be made before submission of an application under section 512(b) or
section 571 for the new animal drug. The Secretary may designate a new animal drug if:
(A) it is intended for a minor use or use in a minor species; and (B) the same drug in the
same dosage form for the same intended use is not approved under section 512 or 571 or
designated under this section at the time the request is made (Sec. 573(a)).
DHAEELIEVHERTHBVAEESROBEEEEFIEIRAR Y—E REICHLTH
BEELLETIETEHEYMAEZRES ) (designated new animal drug) EEE T 5L58HFTES,
BREE (338 512 §5(b)FET=IE3E 571 FICEDRBBEBEORITHETAITLELEL., REE
(A) DE & - D EIER T THY ., H 2 (B) BEERF R TR —FIf - B — A& THE 512 &5 571
FICEDCRBFLEARFITESHEEEZZH TVVEWMESICIEE TES (5 573 %(a)) .

5.2 Grants and Contracts / # B < - 3255

The Secretary may make grants to and enter into contracts with public and private entities
and individuals to assist in defraying the costs of: (i) qualified safety and effectiveness
testing expenses (testing conducted after designation and before filing of a section 512



application, under an investigational exemption under section 512(j)); and (i)
manufacturing expenses incurred in connection with the development of designated new
animal drugs (Sec. 573(b)).

RER. EEFIVMAERROREICEET L) EXHLIREE-AUMFRER (EE
%58 512 £HFEAICERSNS. B 512 F()DAREARRT TORR) . BXU i) HE
BRADO—HZRIET S0, 28 REBAGRE KOCEANDHBIE DX T - RIFHEATES
(3 573 %&(b)) »

5.3 7-Year Exclusivity / 7 18 51

If the Secretary approves or conditionally approves an application for a designated new
animal drug, the Secretary may not approve or conditionally approve another application
submitted for such new animal drug with the same intended use as the designated new
animal drug for another applicant before the expiration of 7 years from the date of
approval or conditional approval of the application (Sec. 573(c)(1)).

RENEEHDVAEEROERR T ERLAESEREMESLLIGE . AREKRBEEEHR
HERBOBEHNS 7 FRLSBBTHET MOBRBFEENREL-A—AEOR—ERXKOH
FEERFEIFLAEERBT HEIETER(E 573 F(c)(1)).

6. Implementation Structure and Appropriations / HE1T{A%I| & F HiZiE

6.1 Office of Minor Use and Minor Species Animal Drug Development / D # & -4
HEDVAEELRRRER

The Secretary of Health and Human Services shall establish within the Center for
Veterinary Medicine (CVM) of the Food and Drug Administration an Office of Minor Use
and Minor Species Animal Drug Development that reports directly to the Director of CVM.
This office shall be responsible for overseeing the development and legal marketing of
new animal drugs for minor uses and minor species. There is authorized to be
appropriated to carry out this subsection $1,200,000 for fiscal year 2004 and such sums
as may be necessary for each fiscal year thereafter (Sec. 102(7)).

REBLERE L. BEREXEMRE (FDA) DEBEF 02— (CYM)AIZ. CVM BRER®D
MDEF®& - D #ES YA EZE BB (Office of Minor Use and Minor Species Animal
Drug Development) #:R B LG (TNIEESEL, BRIV EAE - DEERTHEVAEE
mORARLEENLTTIHILOEBICEREEZRS, 2004 KEFHEE(IC 120 BRIV, UELETEE
ZRETHIOTESNIS (B 102 F(7)).

6.2 Grants Authorization (Sec. 573(b)) / #iBh & F S 124 (5 573 &(b))

There is authorized to be appropriated to carry out section 573(b) of the FFDCA (as

added by this section): $1,000,000 for the fiscal year following publication of final
implementing regulations; $2,000,000 for the subsequent fiscal year; and such sums as
may be necessary for each fiscal year thereafter (Sec. 102(8)).

FFDCA 28 573 &(b)DEE (BT D=, RERETRAAERDRVDRFHEEIC
100 BRIV, BREEEIC 200 BRIV, LIBBHELGEEFR LT HRITESND (5 102 5(8)).



6.3 Regulatory Implementation Timeline /| FRAIFIER 7T a—I)L

The Act set the following deadlines for implementing regulations (Sec. 102(6)):
RESHETRAUDHFEICOWTLUTOHRZEE D= (5 102 %&(6)) :

Deadline / #i[R

Requirement (EN)

24 (JA)

Within 12 months / 12 4 8B
LA

Propose regulations for
Sec. 573/ 55 573 &M #RAI
E

58 573 FORBIFRIRL

Within 24 months / 24 # B
LA

Issue final regulations for
Sec. 573 / % 573 £Dm#&
A

5 573 O &EHRBIFE

Within 18 months / 18 #H | Propose regulations for % 572 £DFFAIERH
LA Sec. 572 / % 572 DA

Es
Within 36 months / 36 8 | Issue final regulations for | % 572 £ DR BAIFIE

LA

Sec. 572 / % 572 F D&
A

Within 30 months / 30 4 B
LA

Propose regulations for
Sec. 571/ % 571 DR E|
s

% 571 ZDORAFES

Within 42 months / 42 4 B
LA

Issue final regulations for
Sec. 571/ % 571 &£D &%
Al

5 571 ZORAEHRAFE

7. Summary Comparison of Three Pathways / 3 HIE D LLE R

Item / I8 B

Sec. 571
Conditional
Approval
FHERR

Sec. 572 Index
A2 TYIR

Sec. 573
Designated
EE

Eligible species / xt
i

Minor use in major
species OR minor

Non-food minor
species OR early

Minor use OR minor
species

species non-food stage of DERRERITDH
FERBA~DOLVHERAE | food minor species | i&
Fr=xoHE FERLBIEFE
BRVHEDIERA
BFE
FDA approval Conditionally Not approved Designated (not yet
status / FDA M4KRE | approved (legally marketed) approved)
EHAERRBES | KRER(REMRS) | 1BE (RER)
Validity period / & 1 year, renewable Until delisted Until approval or
ShEAR up to 5 years BEEBUHLET termination

15 -RRSFEH

ERBELIEIRTET

aJ
Expert review / EIF§ | FDA internal review | External qualified N/A (pre-
RER FDA REEE expert panel application)




NEZEMREER | NA(REERTERMR)
(FDA %})
Exclusivity / ¥ 54 | None specific None specific 7 years from
L Bz approval
EBND 7 F
Key label statement | "conditionally "NOT APPROVED | Standard labeling
| FESRILERR approved by FDA..." | BY FDA" upon approval
[FDA IZ&55&HEfT | TFDAICKSDERG | KEBOBEERT
EERFH... L]
Financial incentive / | None None Grants for testing &
BEA o747 | %L L manufacturing
HER-WEEEES

Legislative Reference / ;%{E1&#R: Public Law 108-282, 118 Stat. 891 (Aug. 2, 2004). Title
I: Minor Use and Minor Species Animal Health Act of 2004. Statutory citations: 21 U.S.C.

301 note (Findings); 21 U.S.C. 321(nn)-(pp) (Definitions); 21 U.S.C. 360ccc (Sec. 571); 21
U.S.C. 360ccc-1 (Sec. 572); 21 U.S.C. 360ccc-2 (Sec. 573); 21 U.S.C. 393 note (Office of

Minor Use and Minor Species Animal Drug Development). Prepared by ICEEP12
Secretariat / AHRMS, Inc. — March 2026.
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£ i A : Walter-Grimm, Linda <Linda Walter-Grimm@fda.hhs.gov>

Bff: &£#ER,2026 £ 3 A 27 H9:31

BB ujimasa@ahrms.jp <ujimasa@ahrms.jp>

444 RE: [EXTERNAL] Inquiry Regarding U.S. Regulatory Requirements for Animal Drug Labeling—
Barcode and Product Master

Hi Yuki

| am happy to answer the questions and hopefully add some clarification to my previous email. I've
added some answers belowin red.

(FARIIZ R DT=HIER)

Have a wonderful weekend.

Kind regards,

Lida Waller~Grinm, DM
Director, Division of Pharmacovigilance and Surveillance

U.S. Food and Drug Administration
Department of Health and Human services
Tel: 240-753-3173

linda.walter-grimm(@fda.hhs.qov

ﬁ U.S. FOOD & DRUG

ADMINISTRATION



From: ujimasa@ahrmes.jp <ujimasa@ahrms.jp>

Sent: Thursday, March 26, 2026 7:23 PM

To: Walter-Grimm, Linda <Linda.Walter-Grimm@fda.hhs.gov>

Subject: Re: [EXTERNAL] Inquiry Regarding U.S. Regulatory Requirements for Animal Drug Labeling—Barcode and
Product Master

Dear Linda,

Thankyou so much for your promptand detailed response. Your clarifications have been extremely
helpful, and Iwould very much

like to incorporate the information—including the Animal Drugs@FDA database, the Electronic
Animal Drug Product Listing Directory, and the key details of the FDA's final rule published on March 5,
2026 - into my overseas survey report.

If you do not mind, | would like to ask a few follow-up questions regarding that final rule.

[Question 1]Is it correctto understand that a standardized productlist based on the FDA's 12-digit
NDC will be established as an industry-wide standard? If so, which organization will be responsible
for maintaining and managing this list? | imagine thatwithouta formally designated body to oversee it,
confusion could arise whenever new products are registered or discontinued.

Yes, the U.S. Food and Drug Administration (FDA) is establishing a standardized 12-digit National Drug Code
(NDC) as an industry-wide standard.

This change is being implemented to address the fact that the FDA is running out of the current 10-digit NDC
combinations. FDA will be responsible for maintaining and managing this new standardized product list. It
might be good to clarify that the 10-digit NDC numbers have been a standard for animal drugs since 2009. For
numbers already established the solution might be to add some zeros

The way NDC numbers work is that FDA assigns the labeler code, which is the first segment ofthe
NDC that identifies the manufacturer, repacker, or distributor.

The other two segments, the product and package codes, are assigned by the firm itself. Firms must
update their drug listings on a routine basis and the updates are subject to validation rules (although |
am not the expert on those validation details—they are done at the Agency level)

For your reference, Japan currently has no standardized product listfor animal drugs. Following the
enactment of the Food Supply Emergency Measures Act last year—which designated
veterinary pharmaceuticals for livestock as critical materials for food production —the Japanese
Animal Drugs & Instruments Dealers Association, the industry body representing animal drug
wholesalers in Japan, has recognized the urgent need to establish such a list.
This is because each wholesale company currently creates its own product lists with separate code.
Personally, | believe thatinvolvement from Japan's Ministry of Agriculture, Forestry and Fisheries,
along with other relevant organizations, will be essential. | agree this would be a good step
forward! Bestwishes!

[Question 2] Is it correct to understand that barcode labeling will



also become mandatory on animal drug packaging going forward? With

the increasingautomation and unmanned operations in distribution, |

believe proper barcode standardization is indispensable. On a related

note, lwas genuinely surprised by the announcement of the merger

between Covetrus and MWI Animal Health on the final day of WVC - it

really broughthome justhow rapidly the industry is being

restructured. Barcode labeling is mandatory for human drugs; however, not currently mandated for animal
drugs in the US. However, this doesn'tmean you won't see barcodes on animal health products. The use of
barcodes, often following global standards, is a voluntary practice in the animal health industryforimproving
supply chain management, traceability, and inventory control. | agree with you that itis veryimportant! Perhaps
something to consider for the future!

[Question 3] Ifyou are able to share, | would also love to

understand the background behind this change. Animal drugs were

previously excluded from the barcode labeling requirements under 21

CFR 201.25-could you shed any light on what drove the decision to

include them thistime? My understandingis that the references to barcodes in the NDC rule were
included because the change in formatting from 10-12 digits was expected to have some impact on
the type of barcodes (linear/nonlinear). Because barcodes are mandatory for human drugs, the rule
proactively addressed the impact.

| am hoping to incorporate your answers into my report, so | would be
very grateful for your response despite your busy schedule. |
apologize forthe many questions.

(FABYERAB D T=HHIFR)

With best regards,

YukiUjimasa, DVM, MS
AHRMS, Inc.

3-10-9 Oyamadai, Setagaya-ku
Tokyo, Japan 158-0086
TEL:03-6324-6781

URL: https://ahrms.jp/wp/



2= i A : Walter-Grimm, Linda <Linda.Walter-Grimm@fda.hhs.gov>
Bft: £8H,2026 £ 3 A 27 H1:43
$B4E: ujimasa@ahrms.jp <ujimasa@ahrms.jp>

{4 44: RE: [EXTERNAL] Inquiry Regarding U.S. Regulatory Requirements for Animal Drug Labeling—

Barcode and Product Master
Dear Yuki,
Thank you for your email. | am happy to provide some clarification on the points you raised
regarding the U.S. regulatory framework for veterinary pharmaceuticals. Also — | am sad to hear
that | missed seeing you in person. | also attended WVC this year!
Regarding your first point, your understanding is largely correct. There is no single, industry-wide
standardized product master database for animal drugs in the UnitedStates.
However, the U.S. Food and Drug Administration (FDA) does maintain several public databases
that provide information on animal drug products. These resources may be helpful for your report:

« Animal Drugs@FDA: This is a searchable online database of all FDA-approved animal

drugs.
¢ Electronic Animal Drug Product Listing Directory: This directory contains information on all
animal drug products that have been electronically listed with the FDA since 20009.

Regarding your second point about barcode labeling, your assessment is also mostly accurate.
While barcode labeling on animal drug packaging is not currently mandatedby law, there are
upcoming changes to the National Drug Code (NDC) that are relevant to animal drug products.
The FDA's final rule, "Revising the National Drug Code Format and Drug Label Barcode
Requirements,” published on March 5, 2026, will apply to both human and animal drugs. This rule
will standardize the NDC to a uniform 12-digit format, with an effective date of March 7, 2033.
| hope this information is helpful for your official overseas survey report. Please do not hesitate to
contact me if you have any further questions.
Sincerely,
Linda

Linde WabborGrirm, VM

Director, Division of Pharmacovigilance and Surveillance

U.S. Food and Drug Administration
Department of Health and Human services
Tel: 240-753-3173
linda.walter-grimm(@fda.hhs.gov

ﬁ U.S. FOOD & DRUG




From: ujimasa@ahrms.jp <ujimasa@ahrms.jp>

Sent: Tuesday, March 24, 2026 11:40 PM

To: Walter-Grimm, Linda <Linda.Walter-Grimm@fda.hhs.gov>

Subject: [EXTERNAL] Inquiry Regarding U.S. Regulatory Requirements for Animal Drug Labeling—Barcode and Product
Master

DearLinda,

| hope this message finds you well.
| have been conducting research on the distribution of veterinary pharmaceuticals in the United
States on behalf of the Japan Animal Drugs & Instruments Dealers Association.




