Figure 1 — Two existing paths to market for innovative food additives and ingredients and proposed replacement for self-
certified GRAS. Modified from EDF proposal presented at FDA-ISGP conference on June 25, 2019.

Food Additive Petition Self-Certified GRAS

Manufacturer submits petition to FDA
for new substance making case that
use is safe.

in Federal Reaister.

v

FDA makes decision within 360 days
and posts Federal Register notice. If
approved, FDA issues a regulation
and invites comments and obiections.

[ FDA issues public notice ]

-

If objections filed,
administrative court
hearing unless FDA

reverses decision.

If no
objections
filed . ..

-
Company and competitors may use
food additive consistent with rule.

FDA documents each step in Federal
Register. Changes require
amendments to Code of Federal
Regulations.

Manufacturer or industry determines
that new substance’s use is generally
recognized as safe.

~

v

&

Company may use substance
consistent with decision with no notice
to FDA.

J

Vs

submitted to FDA.
\_ J

Optional GRAS

al Optional
Notification

New Plant
Variety

v Notification

Vs

h submitted

FDA posts notice 10 FDA.

on website.

“objection” letter on its website.

N
[ FDA posts “no questions” or

v

[

Company and competitors may use
substance consistent with decision.

J

FDA documents on website. Once
notice submitted, no changes allowed.
Once posted, it cannot be withdrawn.

Proposed Food Additive Notice

replacing Self-Certified GRAS

Manufacturer submits notice to FDA
for new substance making case that
use is safe.

FDA posts notice on website
and has 180 days to object.

Vs

FDA makes decision, posts on
website, and provides 60 days to
public and competitors to object.

If objections filed,
FDA has 120
days to reaffirm or
reverse decision.

If no
objections
filed . ..

Company may use food additive
consistent with notice.

FDA documents each step on
website. Once notice submitted, no
changes allowed, but it can be
withdrawn at any time.

Environmental Defense Fund and others maintain that FDA’s GRAS program is contrary to the law and have challenged its GRAS rule in court.
This proposal provides an alternative approach Congress could adopt.


http://scienceforglobalpolicy.org/conference/innovative-foods-ingredients-ifi/

