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Dear Morgan:

As promised per phone last Priday, I have given sems
thought to the drafting question which should wrep up this master.

As a frame of reference, I should point out that in s
addition to the quoted sections of the Delaney Act in the éraf$
statement, there ia a further previso ressly axempting féed
for animals raised for food production re no residues of an
additive are found in edible portions. The full proviso therefor
reads as follows:

"Provided, That no additive shall be deemed to
be sale 1f it 1is found to induce cancer when
ingested by man or animml, or if it is found,
after tests which are appropriate for the
svaluation of the safety of feed additives, te
induce ecancer in man or animal, exsept that
this previse shall not apply with respest to
the use of a substanece as an ingredient of
feed for animals whieh are reised for food

produs if the Secretary ti.nd:.SS.) that,
! tions of use and ¢ l.ng'lpoci-
o ed ladbeling and reasonadly eer-
v in prectice, such additive
1 aot adwersely affect the animals for whieh
§8 intended, and (11i) that no residue
of the tive will be found (by methods of
examination preseribed or approved by the
Secretary by regulations, which regulatiens
shall not be subject to subsections (f) and
(;u’m any edible portion of such animel
af llwurwiuwtoodvnlmw“
derived from the living animal;
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Aparys frem She question of drafting technique, the first
question %o 0 reselved is whether our proposed proviso should go
before or after the animal feed exewption whieh I reecall was ob-
tained by the Animal Health Institute as & result of substantial
legislative activity. PFrankly, I eoncur with Ksn Mulford's position
that the proviso should probadbly eoms before the animal feed exemp-
tion, and I think this ean be done without disturding she Animal
Health Institute position.

After the words "to induce cancer in man or animal”.
would add the following "except that the foregoing provisions or
this proviso shall not apply where in the opiniea of the Secretary
sufficient evidencs exists to permit estadblishment ef a safe or
toxiecologically insignificant level ef intake for man of sugh ub—
stances so found to induce cancer; and sxgept, further, tlut P
ronpin; provisions of this proviso shall not apply”, ete.,’
up the language in the Animal Health Institute exemption). =~ .- .

Turning to the Color Additive Amendment, we have @& “‘? %
stantially similar problem though the language differs in seg ¢ . < -
uinor respects. 7The Delaney Amendwent language with respeed ﬂ aw‘”";‘-,, _
eoclor additives reads as follows: o

"(B) A color additive (11 shall be deemsd
unsafe, and shall not be liated, for any use
whieh will or may result in ingestion of all

or part of such additive, if the additive is
found by the Secretary to induce cangcer when
ingested by man or animal, or if it is found

by the Becretary, after tests whishk are appro-
priate for the evaluation of the safety of
additives for use in fedd, to induse cancer

in man or animal, and (uS shall bde deemed un-
sarfe, and shall not be listed, fer any use whieh
un ut mut in ingestion of any part ¢f sush

NS, or after other relevant exposure
,hi-.l te such additive, 1t is found
E fary to induse can¢er in man or
t" 404 That elause (i) of this sub-
paragreph 1 net apply respeet to
the use of a ulor additive as aan ingredient
of feed for animals whigh are raised fer foed
produetion, if the Secretary finds that, under
the conditions ef use and feeding speeified in
proposed ladeling and reasonadly eertain to de
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fellowed in practice, such additive will not
adverss ect the animals for whieh such
foed i3 intanded, and that no residue of the
additive will be found (by wmethods of examina-
tion prescribed or approved by the Secretary
by regulations, which re tions shall not be
subject to subsection d in any edibdle por-
tion of such animals ur slaughter or in any
food yinldnd by or derived from the living
animal,”

Again, I would » st that our pnvho presede the ani-
mal feed exemption. Beg with thc words “Provided, That", it
would read "Provided, That clauses and (11) oF This subparagraph

B) nhulmgqpﬁmnmthonp on of the Seeretary, o%s.;".
e Animal Health Imtituu sxemption eculd then follow with sa
"and provided, further,” type lead-in. Nowever, this exemp

should still be limited to clause (i) of mbpaumph (l) H

it is now so limited in the statuts.

An amsndment similar to the languags and npprouh
hav- s sted for food additives would also be needed for Mh
512 { E(n) of the new animal drug section of the Ast added by the
Amendments of 1968,

¢E"~ W

In answer to Ken Mulford's question in the last paragraph
of his March 9 letter to ms and for the record so that there will
be no misunderstanding among those receiving a carbvon eopy of that
letter, it 1s our intention that MQA's legislative liaisen man, &
Mr. Morgan, will arrange an informal meet with Nr. Creed Black
of HEW, who had informally related Pineh's to MCA. Mergan
will orally pass on the substance of MOA's views and at the same
time provide a ecopy of the statement, It is understeod, of eourse,
that while NCA has deen asked in eonfidence by NN tcvznvidc our

views, if any, and while it is expected that ews trans-
mitted te will ¢ maintained as eonfidential, there is no way
to p  frem $lsclosing any part of or nloumg the state-
ment h w‘ lureo that might suit its purpose.

wnﬂu,, . ; T = Sineerely,

%/ ¢
Taylo Banavan

¢e:r J. P. Prawvley
¥. A. Enapp
R. N, Miller
K. B. Rulford

J. Al mp. Jr.
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