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These slides provide general information+about the approval process and procedures.

For questions or information related to a specific product, please contact CVM.
T




Getting Started

This document provides sponsors of intentional genomic alterations (IGAs)
in animals and animal cells, tissues, and cell- and tissue-based products
(ACTPs) with online resources that provide general information about FDA
and CVM as well as specific information on how to navigate the regulatory
process.

Many of the resources described here are not specific to biotechnology
products; rather, these resources explain how to navigate and search for
specific information on FDA’s website.

The next page demonstrates how to search on FDA’s website.
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FDA Homepage: https://www.fda.gov/

On the FDA homepage, the search function is in the top right corner of the
page. Click on the search button...

EE= An official website of the United States govemment Here's how you know v

| Q Search | | = Menu ‘ .
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FDA Homepage: https://www.fda.gov/

...to activate a space to enter a search query. In this case, a user typed “CVM
eSubmitter” in the search bar to search for FDA web pages that are about

eSubmitter.

B An official website of the United States government Here's how you know ~

. CVM esubmitter|
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Search Results

The search results, as shown here, provide links to all related pages. The
most relevant topic appears at the top...

www.fda.gov
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152 results
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CVM eSubmitter Resource Center | FDA
https://www fda.gov/industry/fda-esubmitter/cvm-esubmitter-resource-center

CVM eSubmitter Resources.. .CVM eSubmitter Resource Center Share Tweet Linkedin Email Print
CVM eSubmitter.._.eSubmitter Resources CVM Guidance for ...

Getting Started with eSubmitter | FDA
hitps://www fda.gov/industry/fda-esubmitter/getting-started-esubmitter

Getting Started with CVM ONADE eSubmitter program.._Getting Started with e Submitter Share
Tweet Linkedin Email Print Step 1. Read...register with the ...

CVM eSubmitter Adobe Digital Signature Quick Guide
https://www fda.gov/media/120373/download

CVM eSubmitter Adobe Digital Signature Quick Guide.. CVM eSubmitter Adobe Digital Signature
Quick Guide Creating an Adobe Digital...Digital Signature ..

CVM eSubmitter Frequently Asked Questions




Resource Center

...which leads to a dashboard that provides resources about CVM
eSubmitter. In this example, the resources include a Guidance for Industry
(GFI), a Frequently Asked Questions (FAQ) page, and other resources such
as a quick guide and submission specifications.

IN THIS SECTION: FDA ESubmitter

KIS aliale
‘ CVM eSubmitter Resource Center

f share in Linkedin | &% Email | & Print

CVM eSubmitter Resources

« CVM Guidance for Industry (GFI) #108

+ CVM Recommended File Specifications

« FDA ESG and CVM ESS Registration Diagram Flows
« Electronic Stability Data Standard

« CVM eSubmitter FAQ

« CVM eSubmitter Quick Guide

« CVM ESS Acceptance and Rejection Messages

cxTas o3 - 431 31 o
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FDA resource: https://www.fda.gov/industry/fda- LA
basics-industry

One notable FDA resource is the FDA Basics for Industry webpage. On the
left side, there is a menu that lists the topic areas, which helps new
sponsors navigate the regulatory process.

FDA Basics for Industry

f Share in Linkedn @ Emal & Print

FDA Basics for Industry What should | expect during an inspection? A Content curvent a8 of-

FDA may conduct an inspection of your
operation fora variety of reasons, such as a
routinely scheduled investigation, a survey,
or a response to a reported problem.

| want to manufacture an FDA-regulated product. Where do | start? v

ResourcesForYou
* Transparency Initiative
« FDA Basics

industry Frequently Asked « Transparency Blog

www.fda.gov



Available Resources

The next several slides describe resources that are specific to animal
biotechnology products: IGAs in animals and ACTPs.

These resources focus on general information about regulation of these
products. For questions about the regulatory process or submission
requirements, contact CVM (AskCVM@fda.hhs.gov).



mailto:AskCVM@fda.hhs.gov

US Government and FDA Resources

The Unified Website
for Biotechnology
Regulation

Biotechnology
Products at CVM:
Animals and Animal
Food

Veterinary
Regenerative Medicine
& Animal Cell-Based
Products

Veterinary Innovation
Program (VIP)

www.fda.gov

Describes the role of FDA, USDA,
and EPA in biotechnology
product regulation

Describes CVM'’s regulatory
approach to intentional genomic
alterations in animals, including
links to relevant information.

Describes CVM’s regulatory
approach to cell- and tissue-
based products.

Describes CVM’s program to
facilitate the approval process
for IGAs in animals and ACTPs.

https://usbiotechnologyregulation.m
rp.usda.gov/biotechnologysov/home

/[

https://www.fda.gov/animal-
veterinary/development-approval-
process/biotechnology-products-
cvm-animals-and-animal-food

https://www.fda.gov/animal-
veterinary/development-approval-
process/veterinary-regenerative-
medicine-animal-cell-based-products

https://www.fda.gov/animal-
veterinary/animals-intentional-
genomic-alterations/vip-veterinary-
innovation-program



https://usbiotechnologyregulation.mrp.usda.gov/biotechnologygov/home/
https://www.fda.gov/animal-veterinary/development-approval-process/biotechnology-products-cvm-animals-and-animal-food
https://www.fda.gov/animal-veterinary/development-approval-process/veterinary-regenerative-medicine-animal-cell-based-products
https://www.fda.gov/animal-veterinary/animals-intentional-genomic-alterations/vip-veterinary-innovation-program

Dashboard for IGAs in Animals

This dashboard provides background and resources on the regulatory
process for IGAs in animals.

8= An official website of the United States government Here's how you know ~
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+—Home / Animal & Veterinary / Development & Approval Process / Bietechnelogy Products at CVM: Animals and Animal Food / Animals with Intentional Genomic Alterations

Animals with Intentional Genomic Alterations

f share in Linkedn | &G Email | & Print

Animals with Intentional
Genomic Alterations

Content current as of:
12/14/2020

AquAdvantage Salmon

Oxitec Mosquito

On January 19, 2017, the FDA released for public comment draft revised Guidance for
Industry (GFI) #187, “Regulation of Intentionally Altered Genomic DNA in Animals.” This
draft revised guidance expands the scope of the existing GFI #187 to address animals with

VIP: Veterinary
nnovation Program

|ntentional Genomic intentionally altered genomic DNA developed through use of genome editing technologies,
Alterations in Animals: as well as techniques such as rDNA in genetic engineering.

Enforcement

Discretion Nraft Ravicad Ruidanra #127° Ranulatinn nf Animale with

https://www.fda.gov/animal-veterinary/biotechnology-products-cvm-animals-and-
animal-food/animals-intentional-genomic-alterations
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https://www.fda.gov/animal-veterinary/biotechnology-products-cvm-animals-and-animal-food/animals-intentional-genomic-alterations

Dashboard for ACTPs

This dashboard provides background and resources on the regulatory
process for ACTPs.

iplY U.S. FOOD & DRUG Q Search | | = Memu
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+—Home / Animal & Veterinary / Development & Approval Process / Veterinary Regenerative Medicine & Animal Cell-Based Products

Veterinary Regenerative Medicine & Animal
Cell-Based Products

f Share in Linkedin | g Email = & Print

In the fast-growing field of veterinary regenerative medicine, cellular material — such as
Process living cells, serum, or other products derived from cells — are used in animals with the Content current as of:
01/24/2020
hope of repairing diseased or damaged tissues or organs. For example, in a horse with
Environmental Impact tendonitis, the damaged tendon may heal with scar tissue that isn't as strong or elastic as
Considerations the original tendon before it was damaged. The goal is to transplant living cells into the

injured tendon, hopefully stimulating it to regenerate and heal. Veterinary regenerative

Development & Approval

Food Additive Petitions medicine is an active area of research for developing new therapies for animals.
for Animal Food

Products containing cellular material for use in animals are called animal cell-based

Public Master Files products. Animal stem cells are a subset of cell-based products.

(PMFs) Supporting

pplceLore for e Most Animal Cell-Based Products are Animal Drugs
se and Major Species

Drugs

Most animal cell-based products meet the legal definition of “drug” because they are
Veternary Feed intended to treat, control, or prevent a disease or other condition — such as osteoarthritis
Nirective (UED) — or to affect the structure or function of the body — such as improving fertility. Therefore,

https://www.fda.gov/animal-veterinary/development-approval-process/veterinary-
regenerative-medicine-animal-cell-based-products
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https://www.fda.gov/animal-veterinary/development-approval-process/veterinary-regenerative-medicine-animal-cell-based-products

Questions?

For general questions about the approval process for IGAs and ACTPs,
contact the ONADE Project Management team at
CVM_PM Biotech@fda.hhs.gov

For specific questions about eSubmitter, contact the eSubmitter help desk
at cvmesubmitter@fda.hhs.gov

For all other general animal product-related inquiries, contact
AskCVM@fda.hhs.gov

www.fda.gov 12
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