EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDQRT
WASHNGTON, D.C. 20803

Mai 2 | 1982

MIMORANDUM FOR C. BOYDEN GRAY
FIIOM: Jarmes B. MacRae, Jr.
S{IBTECT: FDA Food Biotechnology Pelicy

In response to the May 14, 1992 memorandum from Boyden Gray to
mambars of the Biotechnology Working Group on the FDA Food -
BEilotechnology Policy, I am providing the following comments.

I generally believe FDA’s policy is sound and consistent with the
racently released Scope Principles. Howsver, the tone of the
dscument could be improved to aveid any ambiguity in its intaent,
M¢ comments are consistent with onas offered by my staff in

esrlier discussions with FDA. :

First, the title of the Notice should ba shortensd to "Statemant
af Policy: Foods Derived from New Plant Varieties." Referancing
#plants developed by recombinant DNA techniques® in the titla
inappropriately suggests that the document focuses on r-DNA
technigques. In fact, the policy stresses the lmportance of
focusing on the safety characteristics of the new plants and not
on tha process by which they are produced. _
lecond, the policy statement needs to clearly state that method
¢f production is irrelevant unless it directly affects the_safety
¢? food., I suggest the follewing language to replace tha last
two sentences of tha paragraph on page 6: .
¥The method by which focd is produced or davelopad may —
in some cases help to understand the safety or

nutritional characteristics of the finishad food.

Howavaer, the key factors in reviewing safety concerns.
should be the characteristics of the food product, potk .
the fact that new methods are used.”

‘mis languaga highlights the first Scope Principle of thas -
1recently published "Exercise of Fadarag Ooversight Within Scope of
3tatutory Authority."

‘Third, the policy statement needs to strsss the role of -
iacentralized safety reviews by producers; with informal FDA
sonsultation only 1f significant safety or nutritienal concerns
arige. It should aveld emphasizing obligatory FDA review and
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ovnisiqht.- In this light, the tone of tha first full paragraph
on page 9 is inappropriate. I suggest the following replacanantt

wproducers of naw foocds hava an obligation under the -
act to ensurs that the foods they offer consuners. are
safe and in compl¥ance with applicable legal
requirements. Becausa in somas cases the ragulatory
jurisdiction of a new food product including those
producad using innovative methods may not be clear,
producers can informally consult with FDA prier to
marketing new foods to ensure that the safaty and
regulatory status of a new food is properly resolvad,*

Fige seven of the Notice already discusses when regulations may
b2 necessary bafore marketing (e.g. food additives), so it is
. uinecessary to raiterate the peint on pags nina. .

Finally, the Notice should state that newer techniquas lctuallf
nay produce safer foods. I suggest that the following msntence

s added to the bottom of pags 13

nSince these tachniques are more precise, they increase
the potantial for safa, better characterized, and more

predictable foods." |
hgain, this stresses a major point from OSTP'S écapn policy.
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7 would be glad to work with you and FDA in resolving these

concerns in a timely manner.




