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Applicable US Food Law

* Federal Food Drug and Cosmetic Act
(FFDCA)

— Food Safety Modernization Act (FSMA)

* Regulations based on various parts of the
statute

‘I;evé!)eral Food, Drug, and Cosmetic Act (FD&C
C
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FFDCA Definitions

* Food

— FFDCA section 201(f) — the term “food”
means (1) article used for food or drink PR W— —
for man or other animals, (2) chewing T —— meal grits
gum, and (3) articles used for e TG
components of any such article.

Maize bran Rice polish  Wheat bran Mustard
www.bdfish.org oil cake



FFDCA Definitions

* Food Additive

— FFDCA section 201(s) - Any substances
reasonably expected to become a
component, or affect characteristics of food
(directly or indirectly), unless GRAS

 Animal Food Additives are in 21 CFR 573

* No premarket approval for foods or food
additives commonly added to foods
prior to 1958 (history of use)




FFDCA Definitions

e Color Additive

— Any material that imparts color to the
or to

— Unless exempt...
* 21CFR70to 73




FFDCA Definitions

* Drug
— FFDCA section 201(g) Articles intended to
diagnosis, cure, treat, mitigate, or prevent
in man or other animals.

— Articles (other than food) intended to affect the
structure or function of the body.




FFDCA Definitions

e New Animal Drug

— Any drug (approved or unapproved)
intended for use in animals, including
use in animal feed

21 CFR 510 (new animal drugs)
e 21 CFR 558 (medicated feed)
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Premarket Pathways

Food Additive (FA) Regulation
— 21 CFR570to 573

Generally Recognized as Safe Conclusion (GRAS)

— 21 CFR570.203 to 280

— Final Ruled Published Aug. 2016 (81 FR 54959)

Color Additive Regulation (21 CFR 70 to 73)

AAFCO' Feed Ingredient Definition

1 Association of American Feed Control Officials 12



Premarket Pathways

Food Additive (FA) Regulation

21 CFR570to 573

Food Additives are not Proprietary

* Anyone meeting the specs can go to market

Printed in 21 CFR 573 & AAFCO Official
Publication

GFl # 221 published June 2015

 Recommendations for Preparation and
Submission of

#221

Guidance for Industry

Recommendations for Preparation and Submission of
Animal Food Additive Petitions

Submit comments on this guidance atamy time. Submit written comments to the
Dmvsien of Dockets Management (HFA-303), Food and Drug Admmstration, 5630
Fis| hﬂslane Rnﬂm 1061 Rnrlm]]e MD 20852 Submit electronic comments on the
wriften comments should be identified with

guidance a W ¢ 5. 30V,
the Docke! t\l FD-\ 013 DM S

For further mformation regarding this document, contact Mika Alewvnse. Center for
Vetermary Medicme, Division of Anmal Feeds (HFV-229), Food m:anlg
Admmistration, 7519 Standish Phce, Rockville. MD 20855, 240-402-5843; emaik
Mika Alewvnse/ifda hhs sov.

Additional copies of this guidance document may be requested from the Policy and
Regulations Staff (HFV-6), Center for Vetermary Medicme, Food and Drug
Admmistration, 7519 Standish Place, Rockville, MD 20855, and may be viewed on the
Tnternet at either http//wwrw fia sov/AnimaVeterinary/default htm or

/www regulati :

TU.5. Department of Health and Human Services
Food and Drug Adminis tration
Center for Veterinary Me dicine
June 2013

https://www.fda.gov/requlatory-
information/search-fda-quidance-
documents/cvm-gfi-221-
recommendations-preparation-and-
submission-animal-food-additive-

petitions



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-221-recommendations-preparation-and-submission-animal-food-additive-petitions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-221-recommendations-preparation-and-submission-animal-food-additive-petitions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-221-recommendations-preparation-and-submission-animal-food-additive-petitions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-221-recommendations-preparation-and-submission-animal-food-additive-petitions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-221-recommendations-preparation-and-submission-animal-food-additive-petitions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-221-recommendations-preparation-and-submission-animal-food-additive-petitions

Premarket Pathways

Successfully Complete 7-8 Technical Sections

1.

2
3.
4

Utility (nutrition or technical effect)

Target Animal Safety

Human Food Safety (if applicable)

Environmental Safety

Chemistry and Manufacturing

Categorical Exclusion Possible

Manufacturing Process

Ing. Composition

Analytical Method Validation
Specifications

Stability (?)

Mixability (?)

6.
7.
8.

Bioengineering (if applicable)
Regulation

Mock Label

14



Premarket Pathways

 Generally Recognized as Safe (GRAS)

— The use of a substance may be GRAS

— An Individual Firm’s Conclusion

— Same Quantity and Quality of Information as
FAP, but Safety Data are Public

— Under US Law Color Additives be GRAS

FOA

Subpart E—Generally Recognized as Safe
(GRAS) Notice

570.203 Definitions.

570,206 Opportunity to submit a GRAS no-
tica.

570,210 How to send your GRAS notice to
FDA.

570.215 Incorporation into a GRAS notice.

570.220 General requirements applicable to a
GRAS noftice.

570,225 Part 1 of a GRAS noftice: Signed
statements and certification.

570.230 Part 2 of a GRAS notice: Identity,
method of manufacture, specifications,
and physical or technical effect.

570,235 Part 3 of a GRAR notice: Target ani-
mal and human eXposures.

570,240 Part 4 of a GRAS notice: Self-lim-
iting levels of use.

570.245 Part 5 of a GRAS notice: Experience
baszed on common use in food before 1958,

570.250 Part 6 of a GRAS notice: Narrative.

570.255 Part 7 of a GRAS notice: List of sup-
porting data and information in youar
GRAS notice.

570,260 Steps you may take before FDA re-
sponds to your GHAS notice.

570,265 What FDA will do with a GRAS no-
tice.

570.275 Public disclozare of a GRAS notice.

570.280 SBubmission of a supplement.




Premarket Pathways

Generally Recognized as Safe (GRAS)

— GRAS Inventory On FDA Website

https://www.fda.gov/animal-veterinary/generally-recognized-safe-
gras-notification-program/current-animal-food-gras-notices-

inventory

FOA

Current Animal Food GRAS Notices Inventory

The following table is provided on an interim basis, until the Animal Food GRAS
Motices Inventory database is launched The data provided are current through
10/8/2024. A decision on FDA's part to file a submission as a GRAS notice has not
whether the notice addressed all issues or discussed

e technalogy may not be zbie to fully aceess in formatien in
the submissions. For assistance. please call 240-402-7002.
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Premarket Pathways

 Generally Recognized as Safe (GRAS)
— Notifying FDA-CVM Voluntary
e 7 Parts of GRAS Notice

— Outlined in the CFR

e How To Submit a GRAS Notice

— CVM Website:

— https://www.fda.gov/animal-veterinary/generally-
recognized-safe-gras-notification-program/how-submit-

FOA

gras-notice-cvm

https://www.fda.gov/animal-veterinary/animal-food-
feeds/generally-recognized-safe-gras-notification-

program

Subpart E—Generally Recognized as Safe
(GRAS) Notice

570.203 Definitions.

570,206 Opportunity to submit a GRAS no-
tica.

570,210 How to send your GRAS notice to
FDA.

570.215 Incorporation into a GRAS notice.

570.220 General requirements applicable to a
GRAS noftice.

570,225 Part 1 of a GRAS noftice: Signed
statements and certification.

570.230 Part 2 of a GRAS notice: Identity,
method of manufacture, specifications,
and physical or technical effect.

570,235 Part 3 of a GRAR notice: Target ani-
mal and human eXposures.

570,240 Part 4 of a GRAS notice: Self-lim-
iting levels of use.

570.245 Part 5 of a GRAS notice: Experience
baszed on common use in food before 1958,

570.250 Part 6 of a GRAS notice: Narrative.

570.255 Part 7 of a GRAS notice: List of sup-
porting data and information in youar
GRAS notice.

570,260 Steps you may take before FDA re-
sponds to your GHAS notice.

570,265 What FDA will do with a GRAS no-
tice.

570.275 Public disclozare of a GRAS notice.

570.280 SBubmission of a supplement.



https://www.fda.gov/animal-veterinary/generally-recognized-safe-gras-notification-program/how-submit-gras-notice-cvm
https://www.fda.gov/animal-veterinary/generally-recognized-safe-gras-notification-program/how-submit-gras-notice-cvm
https://www.fda.gov/animal-veterinary/generally-recognized-safe-gras-notification-program/how-submit-gras-notice-cvm
https://www.fda.gov/animal-veterinary/animal-food-feeds/generally-recognized-safe-gras-notification-program
https://www.fda.gov/animal-veterinary/animal-food-feeds/generally-recognized-safe-gras-notification-program
https://www.fda.gov/animal-veterinary/animal-food-feeds/generally-recognized-safe-gras-notification-program

1.
2.
3.

Labeling

Product Name
Purpose Statement

Ingredients List
— Label added to
animal foods
* Including preservatives

* Exceptions for Incidental

— In Order of Predominance (by
weight)

Guaranteed Analysis
Directions for Use

Warning/ Cautionary
Statement

Manufacturer / Distributor

Country of Origin
Statement

Net Contents

18
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What’s New?

AAFCO Feed Ingredient Definitions

— CVM MOU with AAFCO

— GFI #293 — Enforcement Policy for
AAFCO Ingredients

#293

FDA Enforcement Policy for AAFCO-
Defined Animal Feed Ingredients

Guidance for Industry

Submit ¢ mmmmgumc & atany time Submir elsctranic commens 1o
W ov. Submllmmmmmsmmemmmmsﬂ
04

am'o') Food and Drig Ademinsttion. 3630 Fiskess Lane, B, 1051, Rockvil e MD
20853, Al comrmens ol be Senrtied s the docket armber FDA-3026.D-2977.

For farther information regarding this document, contact AskCVMifda bhs. zov.

TU5. Department of Health and Human Services
Food and Drug Adminisiration
Center for Veterinary Medicine
Dctober 2024




What’s New?

e GFI #293 Enforcement Policy for AAFCO

#293

FDA Enforcement Policy for AAFCO-
Defined Animal Feed Ingredients

Guidance for Industry

thml ll'nmmtslmmlsguﬂ.mt e at any time  Submit elactronic comments o
I3 0V, Suhmnmm[nmmmsmmemmmms taff

— Replaces CPG 665.100

* “Common or Usual Names for Animal Feed Ingredients e e B R

For farther information regarding this document, contact AskCVMifda bhs. zov.
Adastional copies of his guidance document may b requestad from tha Polscy and Regultions
Staff, Center for Vetarinary Medicine, Food and Drug Admimistration, 7500 Standich PL,
Rncknl.le\mzus ndmfbevlemedonm ]me'm( ar hms: mwﬁnmmmu

i rarion sarch-fifa-

eterinary. hips/w 2 £
ot forww resulations Fov.

AAFCO Ingredients

* Are Approved Food Additives e et

Dctober 2024

Formally Recognized as GRAS for its Use




What’s New?

GFI #293 Enforcement Policy for AAFCO

Generally, to be legally introduced into
interstate commerce,

* Must be an Approved Animal Food Additive

e Or GRAS for its intended use

* FDA Generally does intend to Initiate

for Ingredients Listed in the 2024 AAFCO OP
that are Not Approved Food Additives or GRAS

#293

FDA Enforcement Policy for AAFCO-
Defined Animal Feed Ingredients

Guidance for Industry

Submit comments -mmhgumc & atany time Submir elsctranic commens 1o

5 W, 0V, Submit written comments to the Dockets Management Staff
(H:F-\ 0') }'nod.mdDTug-\ﬂm]mmm 5630 Fisbers Lane, Rm. 1061, Rockville, \ED
20852. All comment: shnuldbeld.enuﬁedwlmﬂmdodmuumb FDA-2024-D-2977.

For farther information regarding this document, contact AskCVMifda bhs. zov.

Adastional copies of his guidance document may b requestad from tha Polscy and Regultions

¥ Medicine, Food and Drag Administration, 7500 Standich PL,
ndmfb nemedonm ]me'm( ar hms: mwﬁnmmmu
TEE) DIation search-fiar

TU5. Department of Health and Human Services
Food and Drug Adminisiration
Center for Veterinary Medicine
Dctober 2024




What’s New?

GFI #293 Enforcement Policy for AAFCO

#293

— FDA Generally does intend to Initiate
. . . FDA Enforcement Policy for AAFCO-
fOF IngrEd|entS LlStEd N Defined Animal Feed Ingredients
the 2024 AAFCO OP that are Not Approved Guidance for Indusiry
Food Additives or GRAS SEENSEITm.

* Listed in Chapter 6 of the

* Used In Accordance with Intended use, |
Specifications, Limitations listed within Chapter 6 et

* FDA has no New Questions or Concerns About
the Safety

23




What’s New?

GFI #293 Enforcement Policy for AAFCO

Common Name

Label Must bear The Common or Usual Name

Must be False or Misleading

Can be determined from Various Sources
— Including from the AAFCO OP

FDA Generally does Intend to Initiate
for use of the Common or Usual Name Derived

from Chapter 6 of the AAFCO OP

#293

FDA Enforcement Policy for AAFCO-
Defined Animal Feed Ingredients

Guidance for Industry

thml ll'nmummmlsguﬂ.mt e at any time  Submit elactronic comments o

W 0V, Submit written comments to the Dockets Management Staff
(H:F-\ 0') }'nod.mdDTug Admiristration, 5630 Fishers Lane, Rm. 1041, Rockville, \ED
20852. Allc mmemshnuldbeldmuﬁedwlmﬂmdodmuumbe{ml -20M4-D-2977.

For further information ragarding this document, contact AskCVM i bhs gov.
Additional copies of this guidance document may be requested from the Policy and Regulations
 Medicine,

Staff, Center for Ve 2, Food and Drug Administration, 7500 Standich PL,
Fockville MD 206 bevlewedonm ]mmle(n( v_rp mwﬁnmmmu
yeterinary, gy el arch-fida-Fuidance-documents, ar

TU5. Department of Health and Human Services
Food and Drug Adminisiration
Center for Veterinary Medicine
Dctober 2024
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What’s New?

e Animal Food Ingredient Consultation (AFIC)

#294

— Intended for Ingredients that would have used

Animal Food Ingredient Consultation
(AFIC)

AA F C O p rO C e S S Guidance for Industry

Draft Guidance

This guidance document is being distributed for comment pusposes only

Submit comments on this draft guidance by the dated provided in the Federal Register notice
announcing the availability of the draft guidance. Submit electronic comments to
hitps://www regulations.zov. Submit written comments to the Dockets Management Staff
(EFA-305), Food and Drug Administration, 5630 Fishers Lane, Rm. 1061, Rockville, MD
20852, All comments should be identified with docket number FDA-2024-D-2978.

For further information regarding this document, contact Charlotte Conway. Center for

. Veterinary Medicine, Food and Drug Administration., 7500 Standish P Rockville, MD 20855,
240-402-6768, chazlotie conway@fda hhs gov.

— Interim Process
Additional copies of this draft guidance document may be requested from the Policy and
Regulations Staff, Center for Veterinary Medicine, Food and Drug Administration. 7500
Standish Place, Rockville MD 20855, and may be viewed on the Intermet at
hitps: /v £da gov/animal v, itpso/ P
0

R or http://www regulation

— Draft GFl #294 T

Food and Drug Administration
Center for Vete Medicine (CVM)

26



What’s New?

e Animal Food Ingredient Consultation (AFIC)
— Draft GFI #294 #2904

Animal Food Ingredient Consultation
(AFIC)

Guidance is .

Guidance for Industry

Draft Guidance

o" This guidance document is being distributed for comment puspos:

e “.ingredients that make up a significant e e

ov. Submit wiitten comments to the Dockets Mamgrmm t Staff

s/ lations.
(}IF%SO)F od and Drug Administration, 5630 Fishers Lane. Rm. 1061, Rockville, MD
20852. All comments should be idenfified with docket number FDA-2024-D-2978.

proportion of an animal’s diet such as, but S ————

ter for
\ 'eterinary Medicine, Fo d:ndDmg%dmlm n. 7500 Standish P1 R I(]]l MD 20855,
240-402-6768, charlotte "

Additional copies of this draft guidance document may be requested from the Policy and

not limited to plants materials, grains, or TR
human food by-products.”

27



What’s New?

e Animal Food Ingredient Consultation (AFIC)

#294
Consultations are Public Knowledge

Animal Food Ingredient Consultation

(AFIC)

* Public Will See FDA is Providing Consultation Guidance for Industry
Draft Guidance

e Public can Provide Input - w

mit written comme
dDmgAdmmlﬂﬂmSﬁOFshstanElel)éankdl MD
lentified ‘number FDA-2024-D-2978.

— Including Additional Safety Data SR ’

Additional copies of this draft guidance document may be requested from the Policy and
Regulations Staff, Center for Veterinary Medicine, Food and Drug Administration. 7500
Stanish Place, Rockile MD 205, and may be vieved o the Infernet at

hitps:i Dttps://www fda. gov

* FDA’s Response will be Posted to AFIC Inventory
Website

28



What’s New?

e Animal Food Ingredient Consultation (AFIC)

#294

— Pending & Completed Inventory Webpage

Animal Food Ingredient Consultation
(AFIC)

S u bSta nce Id ent |ty Guidance for Industry
Draft Guidance

This guidance document is being distributed for comment pusposes only

* Intended Use
Submit comments on this draft guidance by the dated provided in the Federal Register notice

announcing the availability of the draft quidance. Submit electronic comments to
ittps:/www regulations gov. Submut wntten comments to the Dockets Management Staff
(HFA-305), Food and Drug Administration. 5630 Fishers Lane, R, 1061, Rockville, MD
20852, All comments should be identified with docket number FDA-2024-D-2978.

For further information regarding this document, contact Charlotte Conway. Center for

. .
) ‘Veterinary Medicine, Food and Drug Administration. 7500 Standish P1. Reckville, MD 20835,
I I 240-402-6768, charlotte conway(@fda hhs gov.

Additional copies of this draft guidance document may be requested from the Policy and

Regulations Staff, Center for Veterinary Medicine, Food and Drug Administration, 7500

Standish Place, Rockville MD 20855, and may be viewed on the Inemet at

hittps:/fwww. jimal v, hittps://www.fda govii £d
d

R or http://www regulation

e Submitter

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Veterimary Medicine (CVM)
August 2024

* FDA’s Final Letter
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What’s New?

 Animal Food Ingredient Consultation (AFIC)

— Data Packages will Be Similar to AAFCO Ing.
Review

Contact Firm

Summary

Ingredient Description / Composition
Manufacturing Information

Purpose (Intended Use)

Target Animal Safety Assessment
Human Food Safety (if applicable)
Statement of Environmental Risk
Copies of Cited Literature

#294

Animal Food Ingredient Consultation
(AFIC)

Guidance for Industry

Draft Guidance

521/ gov. Submit w
(HFA-3 Drug Administratic
20852. All comments should be

For further information regarding this document, contact Charlote Conway
‘Veterinary Medicine, Food and Drug Administration. 751
charlotte comwayi@fda bhs gov

Additional copies of this draft guidance document may be requested from the Policy and

Regulations Staff, Center for Veterinary Medicine, Food and Drug Administration, 7500
Standish Place, Rockville MD 20855, and may be viewed on the Infemet at
hitps: /e £ govaniznal v, https ooy i goui
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What’s New?

 Animal Food Ingredient Consultation (AFIC)

#294

— Firms are Invited to Come Speak with CVM Auimal Food Ingredicnt Consalfaion

(AFIC)

* Discuss your Proposed Ingredient
* Determine if AFIC is a Fit

Guidance for Industry

Draft Guidance

This guidance document is being distributed for comment pusposes only

Submit commer
amnouncing the

s://www regulations gov. Submut wntten comments to the Dockets Management Staff
(HFA-30). Food and Drug Administistion, 5630 Fishers Lane, R, 1061, Rockville, MD
20852, All comments should be identified with docket number FDA-2024-D-2978.

. . .
— Come even before Guidance is Finaled N —————
‘Veterinary Medicine, Food and Drug Administration. 7500 Standish P1. Reckville, MD 20835,
@fdabhs gov.

240-402-6768, charlotte comway @fd;

this draft guidance by the dated provided in the Federal Register notice
ability of the draft guidance. Submit electronic comments to

Additional copies of this draft guidance document may be requested from the Policy and

Regulations Staff, Center for Veterinary Medicine, Food and Drug Administration. 7500

Standish Place, Rockville MD 20855, and may be viewed on the Intermet at

hips:/fwww £da.gov/animal v, hitps://www.fda gov/ £
dance-d

— Contact us at: Animalfood-premarket@fda.hhs.gov

31
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What’s New?

e Animal Food Ingredient Consultation (AFIC)

#294

— Ingredients Subject to AFIC Consultation swimal Food Ingredient Consaltation

(AFIC)

* Are Approved Food Additives Guidance for Industry

Draft Guidance

This guidance document is being distributed for comment pusposes only

: :
Formally Recognized as GRAS for its Use T
announcing the availability of the draft guidance. Submit electronic comments to
s://www regulations gov. Submit written comments to the Dockets Management Staff
(HFA-305), Food and Drug Administration, 5630 Fishers Lane. Rm. 1061, Rockville, MD
20852. All comments should be identified with docket number FDA-2024-D-2978.

For further information regarding this document, contact Charlotte Conway. Center for
Veterinary Medicine, Food and Drug Administration., 7500 Standish P Rockville, MD 20855,
240-402-6768, chazlotie conway@fda hhs gov.

Additional copies of this draft guidance document may be requested from the Policy and
Regulations Staff, Center for Veterinary Medicine, Food and Drug Administration. 7500
Standish Place, Rockville MD 20855, and may be viewed on the Intermet at
https:/Aww. ;/animal v, hitps://www fda govi

d

R or http://www regulation

U.S. Department of Health and Human Services

Food dininistration
Center for Vetes Medicine (CVM)
August 2024
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What’s New?

e Animal Food Ingredient Consultation (AFIC)

#294

— FDA Generally does intend to Initiate

for Ingredients Reviewed
Under a Consultation.

Animal Food Ingredient Consultation
(AFIC)

Guidance for Industry

Draft Guidance

e Used in Accordance with “Consultation Complete X mmmLl:“l“rmsmmmfrzéiw‘m

20852. All comments should be idenfified with docket number FDA-2024-D-2978.

For further information regarding this document, contact Charlotte Conway, Cent
” Vetainary Medicoe Food ad Drug Admiisruion 7500 Suniih P, Rock = MD 20855,
etter s

Additional copies of this draft guidance document may be requested from the Policy and
Regulations Staff, Center for Veterinary Medicine. Food and Drug Administration. 7500
Standish Plce. Roekelle MD 20855, and may be viewed o th Inemet at

hips:/ bps . fda gov)

 FDA has no New Questions or Concerns About the
Safety
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What’s New?

* |nnovative FEED Act . 1842

‘To amend the Federal Food, Drug, and Cosmetic Act with respect to the regulation of zootechnical animal food substances.

IN THE SENATE OF THE UNITED STATES

. L. . ABILL
W O I d e r. m It N O n N t r I t I O n a I P r O d u Ct I O n To amend the Federal Food, Drug, and Cosmetic Act with respect to the regulation of zootechmical animal food substances
u p u Be it enacied by the Sencte and House of Representatives o the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

.
Claims R

SEC. 2. REGULATION OF ZOOTECHNICAL ANIMAL FOOD SUBSTANCES,

ed Enhancement and Economic Developme: ¢ “Tnnovative FEED Act

(2) Derrrrion —Section 201 of the Feders] Food, Drug, and Cosmetie Act (21 US.C. 321) is amended by 2dding at the end the following
“(tt) (1) The term *zootechnical animal food substance’ means a substance that—
“(A)is added to the food or drinking water of anizuals;

— Zootechnical Animal Food Substances (ZAFS

() affect the byproducts of he digestive process of an animl

(i) reduce the presence 2e pathagens of human bealth significance tobe used for food: or

* Affects Byproducts of Digestion L

he animal

“(C) achieves its mntended effect by act

Such term does not include 2 substance that—

“(A) s intended f ease in an animal.

* Altering Gastrointestinal Microbiome

“(C) s an active moety in an animel drug
approved under section 571, indexed und
such investigations has been made public;

use in the diagnosi, cure, mifigation, reatment,or prevention

2, conditionally
the existence of

hich, prior to the filing of a petition under section 409 was approved under section 5
which substantialclinies] investigations have been instituted and for

ctio

(D) is an ionophore; or

* Reduce Foodborne Pathogens of Human
Significance in Food Animals
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What’s New?

U.S. FOOD & DRUG ‘ Q Search | ‘ Menu

ADMINISTRATION

+—Home / Animal & Veterinary / Resources for You / FDA Letter to Industry: Industry Encouraged to Contact FDA Regarding Novel Animal Foods with Drug Claims

FDA Letter to Industry: Industry Encouraged to
Contact FDA Regarding Novel Animal Foods with
Drug Claims

f share  XPost | inLinkedin = &% Email = & Print

Dear Stakeholder,
Resources for You Content current as of:

The U.S. Food and Drug Administration is aware that the animal feed industry is 02/02/2024
For Industry interested in bringing to market animal food substances that act solely within the gut of

the affected animal with scientifically substantiated claims related to animal production,
For Veterinarians animal well-being, food safety, and environmental benefits, as animal food. FDA

encourages firms with these novel products for animals to contact the agency early in the

CVM en espafiol product development process.

To facilitate animal and veterinary product advancement, and to encourage the
CVM Puts One Health into

development of safe. novel products and products for unmet human and animal needs

Animalfood-premarket@fda.hhs.gov 36




CVM Reorganization

Statutes

— Applicable Food Law

— DSHEA

— Definitions
Premarket Pathways

— Labeling

What’s New
— AAFCO
— AFIC
— Innovative FEED Act

Distillers Products in Feed
— Claims
— Uses

Outline

con VETERINAR,

%
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Distillers Products as Feed

=
|

Structure Function Claims

o
— Source of Nutrition R
* PPM 1240.3605 withdrawn May 20, 2024
— Performance / Production Claims |

-— A

— Structure Function Guidance is Under
Development




Distillers Products as Feed

|

 Structure Function Claims 4 -._ﬂ!wﬂd\lllw
L W \1[ T8
— Not a Source of Nutrition - LN
* These are "Drug Claims” =

* Production Claims

e Claims to Cure, Treat, Prevent, Mitigate

Disease

* Not permitted for Foods




Distillers Products as Feed

Current Ingredients

— 12.6 Barley Distillers Protein Concentrate

— 27.1 Molasses Distillers Dried Residue

— 27.2 Molasses Distillers Cond. Solubles

— 27.3 Potato Distillers Dried Solubles

— 27.4 ___ Distillers Dried Solubles

— 27.5/27.6 ___ Distillers Dried Grains (with Solubles)

— 27.7 Condensed Distillers Solubles

— 27.8 ___ Distillers Wet Grains

— 27.9 Deoiled Corn Distillers Dried Grains with Solubles Sol. Ext.
— 33.10 ___ Distillers Oil, Feed Grade

— 73.100 Yeast for Production of Distillers Products (2 yeasts defined)
— 96.5 Grain Distillers Dried Yeast
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Distillers Products as Feed

e Although FDA has the esponsibility to ensure the safety of
animal feed products, the ultimate responsibility for the
production of safe and effective animal feed products lies
with the manufacturers and distributors of the products.

* |F Producing an Animal Feed Product:

— Consider that Everything added During the Production of Fuel Ethanol
Should be Suitable for Direct Use in Animal Feed/Food.

41



Distillers Products as Feed

Manufacturing of Ethanol/DDG impacted by FDA

— Feedstock for Fermenters

Accepted Material?
GE Plants?

— Fermentation Process

Microorganisms
Enzymes

Processing Aids
Antimicrobials
Post-Processing Aids

— Contaminants in Finished Ingredient

Pesticides/Industrial Chemicals
Heavy Metals

Mycotoxins

Microbes

Dioxins/Furans/PCB,

Others
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Distillers Products as Feed

Regarding Contaminants:

— Compliance Program Guidance Manual

* Feed Contaminants Program,
Withdrawn Pending Revision (CPGM
7371.003)
— Comprehensive Sampling Compliance
Program (In Development)

— Distillers Products will continue to be
part of the Contaminant Surveillance
Program

* Not Currently Targeted for any Specific
Contaminant/Residue
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Distillers Products as Feed

Antimicrobial Usage

— Animal Feed Production

* May result in Residues in or on Food (distillers
grains)

* Unapproved Food Additive.
— Presence Would Be Adulteration

— Because Unapproved for Addition to Animal Feed,
Manufacturers Asked to Prevent Antimicrobial
Residues in Animal Feed
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Distillers Products as Feed

e Antimicrobial Usage

— Non-Animal Feed Use (Burn, Soil Application, etc)

* Antimicrobial a Pesticide and Regulated by the
Environmental Protection Agency (EPA) under the

Federal Insecticide, Fungicide and Rodenticide Act
(FIFRA).
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Distillers Products as Feed

GE Yeast for Production of Distillers Products

— Bioengineered

— Feed to Contain [\ o Live GE Yeast (not a DFEM!)

Biofuel Production (73.090-104)

73.100 Yeast for Production of Distillers Products. The ingredients list of the
veast marketed to the ethanol manufacturer should declare the genus species of the yeast
and the enzyme(s) expressed.

Saccharomyces cerevisiae expressing glucoamylase from Saccharomycopsis
fibuligera for use in dry grind com fuel ethanol production of distillers coproducts for
amimal feed. Distillers products for use in animal feed contain no live bioengineered
yeast.

and/or

Saccharomyces cerevisiae expressing pyruvate formate lyvase activating enzyme,
pyruvate formate Iyase, and bifunctional acetaldehyde-CoA/alcohol dehydrogenase from
Bifidobacterium adolescentis and a glucoamylase from Saccharomycopsis fibuligera
for use in dry grind corn fuel ethanol production of distillers products for animal feed.
Distillers products for use in animal feed contain no live bicengineered yeast. (Proposed
2013, 2014, rev. 1. Adopted 2015 rev. 1)




Distillers Products as Feed

Evaluation of GE Yeast

 Purified/Defined or Complex Media

— i.e., Broth, Corn mash,or

— Cellulosic Application Not
Yet Completed

— Ability to ferment <substrate> and produce ethanol

Biofuel Production (73.090-104)

73.100 Yeast for Production of Distillers Products. The ingredients list of the
veast marketed to the ethanol manufacturer should declare the genus species of the yeast
and the enzyme(s) expressed.

Saccharomyces cerevisiae expressing glucoamylase from Saccharomycopsis
fibuligera for use in dry grind com fuel ethanol production of distillers coproducts for
amimal feed. Distillers products for use in animal feed contain no live bioengineered
yeast.

and/or

Saccharomyces cerevisiae expressing pyruvate formate lyvase activating enzyme,
pyruvate formate Iyase, and bifunctional acetaldehyde-CoA/alcohol dehydrogenase from
Bifidobacterium adolescentis and a glucoamylase from Saccharomycopsis fibuligera
for use in dry grind corn fuel ethanol production of distillers products for animal feed.
Distillers products for use in animal feed contain no live bicengineered yeast. (Proposed
2013, 2014, rev. 1. Adopted 2015 rev. 1)




Distillers Products as Feed

Evaluation of GE Yeast (con’t)
— Microbial / Molecular Safety

— Demonstrate Function of Engineered traits
* |t does what is Intended

— Trait Persists over time (100 generations)

— Composition of Yeast and Distillers Product '
* Proximate, NDF, ADF, Fatty acids, Amino Acids, Sulfur
* Compare to Conventional DDG(S)
* Yeast Component of Feed (source of NTR)
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Distillers Products as Feed

Evaluation of GE Yeast (con’t)

— Feedings Studies not Required unless...
* Novel Distillers Product Produced

* j.e., Cellulosic (corn stover, switchgrass, wood
chips, etc)
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Distillers Products as Feed

Getting Started:

— Contact Our Office

* Animalfood-premarket@fda.hhs.gov

* Before Conducting Studies
— We Review Study Protocols
— See GFI| #56 (protocol development)
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Resources

1. www.fﬂa.gov?safe?eea

2.

B

GFI #221 - Prep and Submission of an FAP

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-22 1-recommendations-preparation-and-submission-animal-

food-additive-petitions

CVM GRAS Inventory

https://www.fda.gov/animal-veterinary/generally-recognized-safe-gras-notification-program/current-animal-food-gras-notices-inventory

GFI #262 — Pre-submission Consultation

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-262-pre-submission-consultation-process-animal-food-

additive-petitions-or-generally

GFI #293 — Enforcement Policy on AAFCO Ingredients

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-293-fda-enforcement-policy-aafco-defined-animal-feed-
ingredients

GFI #294 — Animal Food Ingredient Consultation

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-294-animal-food-ingredient-consultation-afic

GFI #56 — Protocol Development

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-56-protocol-development-guideline-clinical-effectiveness-

and-target-animal-safety-trials
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Distillers Products as Feed

THE END

www.fda.gov/safefeed

Animalfood-premarket@fda.hhs.gov

adam.orr@fda.hhs.gov
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