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Today’s Discussion

Introduction to AHI and the animal health industry
Review of the regulatory approval process
Availability of medicines

Encouraging innovation
Navigating current stewardship efforts

Keeping existing products on the market



Introduction to AHI
and the Animal Health Industry



About of AHI

The Animal Health Institute
(AHI) is a membership
organization that represents
pioneer companies that
manufacture animal medicines.

AHI members make medicines

that are approved by regulatory Since 1941, AHI has helped
agencies, including the FDA create an environment that
(pharmaceuticals), the USDA fosters robust research and
(biologics/vaccines) and development of innovative and
the EPA (insecticides/flea and needed veterinary medicines.

tick).



https://www.ahi.org/about-animal-medicines/regulation/fda/
https://www.ahi.org/about-animal-medicines/regulation/usda/
https://www.ahi.org/about-animal-medicines/regulation/epa/

Animal Health Industry: What Do We Do?

The goal of industry is to improve the health and well-being of animals,
which in turn protects and improves the health and well-being of people
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Animal Health Institute Licensed Members
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http://medgenelabs.flywheelsites.com/?page_id=137
https://www.vetoquinolusa.com/

Animal Health Institute Affiliate Members
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https://covenantah.net/
https://usbiologic.com/
https://www.mazenanimalhealth.com/

Animal Health Market

U.S. Market Growth

THE ANIMAL HEALTH MARKET
REACHED AN ALL-TIME HIGH IN 2021




Animal Medicines Protect Public Health
& the Food Supply

Type of Product Type of Animal

lutraceuticals & o
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Our Products Support Companion Animals
& Food-Producing Animals

Companion Food-Producing
Animals Animals




Direct Economic Impact




Industries Supported by Healthy Animals

Supported Industries

Dollars in millions Output Jobs Wages
Veterinary Services $50,998.0 439211 $21,089.5
Animal Production $198,952.0 263,408 $11,714.6
Meat & Dairy Production $338.406.0 673,968 $36,214
Pet Services $5,961.0 144,251 $3,871.9

Total $594.317.0 1,520,838  $72,889.9
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Review of the
Regulatory Approval Process



Animal Health vs. Human Health Industry
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Pharmaceutical Drug Approval

‘Interpretation’
(Regulatory Review Process)

Regulations
(21 CFR 511 and 514)
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Animal health is Heavily Regulated

« Human Food Safety
 Target Animal Safety
« Environment Safety

» Product Safety
» Chemistry, Manufacturing and Control

Effective » Target Animal
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Development Stages

Early Development Full Development Submission ‘

Pivotal Studies

Open INAD | H#1 H#2 | Protocol(s Technical Technical Approval
) Sections Sections
Rd 2 o Rd 3
PSC #1 psc#2  Protocol(s)* Meetingson  Technical Admin
Data Inclusion  Sections NADA
or EDC Rd 2
submission

*A typical companion animal project will at have least 2 protocols reviewed but could be much higher depending on therapeutic area or compound class. A typical food
animal project will contain at least 4 but could be much higher depending on compound.

**There are 5 major technical sections that must be completed: Effectiveness, Safety, Environmental, Human Food Safety (Food Animal Only) and CMC. AHI sponsors report
mutli-cycle reviews are common for 3/5 major technical sections.
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Time to Approval

7'

Submission and Review

: Environ
Discovery “mental

Assess
ment

Administrative

Actions and Final
NADA Approval

Label Approval
Finalization

Admin NADA

1&32
Protocol(s)
Food Animal Total

| 1-2 years | 1-3 years | 2-4 years | 2-3 years | 4-6 months 6112 years

|
1-2 years ! 1-3 years | 1.5-3 years | 1-2 years 4-6 months 14-10 years

Companion Animal
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ADUFA has not Increased Approvals

NADAs Approved and ADUFA Fees

640,000,000 &
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Sources Fees: Annual ADUFA fee setting Federal Register notices
Approvals: Green Book 27



Availability of Medicines —
Encouraging Innovation



Strategies to Foster Innovation

Regulatory Solutions

Conditional Approval — Expanded Conditional Approval or
MUMS

Clarity of technical requirement
Global harmonization of regulatory data requirements

Business solutions

Ability to run studies
Availability of CROs
Availability of veterinary clinics to participate in clinical trials

Data to support that something is a disease and provide data to
support MUMS application
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Strategies to Foster Innovation — continued

Incentivizing targeted innovation
Funded research

Tax incentives for R&D or adoption of new manufacturing
processes

Market Solutions
Data protections and exclusivity

Patent extension
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Availability of Medicines — Navigating
Current Stewardship Efforts



Existing Policies Affecting Use of Existing Products

Under the FDA's Guidance For Industry
(GFI) #263, by June 10, 2023, all
medically important antibiotics that were
previously available over-the-counter will
require a prescription from a veterinarian

for legal use in animals.

CVM has posted a list of affected applications
on its website as well as a Farmer and Rancher

Q&A



https://secure-web.cisco.com/1WKOda5Yqm-agpVAv0xEtU-cDzPWwXyzhrA-zluKOv0u9DP-EUuMeIjxoFiIv7gHV0GxLuhDuj_laJBG-eVnKE_q2D8dyaeawgaoxHh3b3JHfKK51u5mjyzjcucNgj1C43T-8o0-Ki3cgboRTtkMuuWFyX5ww7MSrmXINCnhsYUi0VKRYjdS8VDzCKjzXpt2PTH61nzRadojGgdURNMUccF9ETDXFfYzCXGWZGwV7xfINNy1GO5U3FTIi5BltY7L493HA38jbI2PqONHPinogUQu9iBD9YtdKrUafwLqBrD2NKrUWYnGOmw3IdGw03Frb/https%3A%2F%2Fwww.fda.gov%2Fanimal-veterinary%2Fjudicious-use-antimicrobials%2Flist-approved-new-animal-drug-applications-affected-gfi-263
https://secure-web.cisco.com/1a9nD5M9AS1MQcOpgZEiYuZZ9rUafEy4gIbVW61PE5xIA4SwB-643RSbaRKNkEfGm_4aPjHMxwpKaGRR-7EzCgNa4G2KNVgc1ilss0BVaxmTdEIKbWsWs-IvsAKOhav49cxvto-8SOVoDj_2Ve8ItGBQGalcdIGZ26JEwtHMwxX_JxXGoSKYGFG28F2sPUabUyzUS2Y_Y2LkG52JlIyR_AdUuvJ51SoloGG1_o7l_ySc4BMGcsT-iQm2M9aJuDLxFWVt97HH3U0IrFEgr7oAZUbFmCxkTuMnSBClBZOWKHBZiuGwX3pXhsHT-LdAbJSD8/https%3A%2F%2Fwww.fda.gov%2Fanimal-veterinary%2Fjudicious-use-antimicrobials%2Fgfi-263-frequently-asked-questions-farmers-and-ranchers

Antiparasitic Resistance

In 2014, CVM hosted a meeting
focused on anthelmintic resistance
and has continued to provide
information via website

In 2018, CVM requested language
be added to anthelmintics for grazing
animals (horses, small ruminants,
pigs, and poultry).

WOAH’s Responsible and Prudent
Use of Anthelmintic Chemicals to
Help Control Anthelmintic Resistance
in Grazing Livestock Species



chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.woah.org/app/uploads/2021/12/oie-anthelmintics-prudent-and-responsible-use-final-v4-web-opt.pdf

Availability of Medicines — Keeping
Existing Products on the Market



Strategies to Maintain Existing Products

on the Market

Protection from illegal compounding copying approved
products

Protecting against hazard-based policies
Growing post approval demands
Threats of trade barriers

Bans based on perceived environmental issues

PFAs
Extended producer responsibility and packaging issues

Antimicrobial Stewardship efforts moving all medically important
antimicrobials to Rx
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Example — Trade Barrier

Section in the EU vet medicines legislation that prohibits the use of
certain antimicrobials in food animal production exported to the EU.

New delegated act sets out the conditions under which animals and
products of animal origin can enter the EU. These are:

they come from a country that is on an EU list of approved countries, and

they have an official certificate stating compliance with EU rules

Reasons for Concern:
Reduce food/meal/milk/fish/egg exports to the EU

Hinder access to medicine by preventing
veterinarians using products approved by the FDA

Sets a negative precedence

Not WTO Compliant and under WTO rules
unnecessary
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Discussion Questions

What disease or conditions are small ruminant farmers
most in need of innovation?

What infectious diseases are most in need of prevention?

What policies/practices are making it difficult to effectively
utilize existing medical tools?
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