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The Honorable Joseph A. (:a'lifano, Jr.
Secretary of Realth, Education, and Helfare @ o
Department of Health, Cducation, and Welfare . ' ~ -
Washington, D.C. 20201 . | o

 Dear Hr. §ecretarr

_ The Subcomnittee on Science, Tec!mn1ogy. and Space recenﬂy concluded & -
serfes of hearings to examine the range-of polticy-1ssues concerning
reconbinant DNA research and the applications of that research. As you-
know, several legislative solutions have beep proposed to control the

ranper in which DA research is conducted and tor regulate other recm-
binant DXA activities. |

Far less attention has been paid to fnsuring that the comercial prod- .
ucts of recombinant DNA research, Including the organisms themselves

and any materials that may be produced, are properly controlled to avoiil'
any undue risk to human heaith or the environment.

problen {s pars" -

ticularly {aportant since the potential exists to proﬂm:e substances from
organises containing vecochined DHA in the very near future. for example,.
Or. Ronald E, Cape, President of the Cetus Corporation, testified on -
" NHoverber 10 that, “Some non-medical products...probably could be made
toworrow.® Dr. Cape was specifically referring to industrial enzymes

produced from organisms containing recorbined DAR. We are thus cmmeil
_ uit.h far more than a hypothetical problem.”

tonsequent\y. 1t would be \rery hﬂp‘m to have m response to the fn’\-
- Aing questim* e

1. Secﬂon 361 of the Pub‘\’m !m\th Serﬂee Act a.uthoﬂzes the Surgean
General to prevent the introduction, transmission, or spread of cmni
cable diseases. While this section appears to authorize the § '
teneral to control bacteria or other organisms containing vecond mt
- DA which may result in disease to human beings, it apparently does m
relate to damage to the enviromment or to nonhuran animals that may ot
‘eur from such organisas. . Is this correct? In addition, is ay understa
{ng correct that section 361 of the Public Health Service Act s not ¢
applicable to the control of the products produced by microbial or. other

organisms which contain recombinant GHA since these products tmld mt.
be considared 'infectious or conmnicahh‘! -
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2. 1Is there any other authorily of the Secretary of HEW, or sub-units =~ -
of the Department, that would be useful in controlling the comercial ap- .
~ plicatfons of recorbinant DNA, organfsms containing recombinant OMA, or
raterials which zay be produced by such organisms? You 12y cait aythord--.
tles of the Food and Smig AdcIaistration citer s botng
ot o the Commissionar of Food and Drugs, ‘

3. As you may know, S, 1217 as reported by the Senate Human Resources -
. Coomittee, effectively preempts 211 other federal authorities except the
. Occupational Safety and Health Act. Thus, with the exception of HEM -
- responsibilities under the Occupational Safety and Health Act, your auth- .
ority would be severely limited, {f not preempied completely, 1s it your..
position that any legislation to control recombinast DHA research shoyld -
A not preenpt other federal statutes which may be applicatile, not only Yo
i ~.the recochinant DRA research, but to the control:of coemercial products

-

. So that w= may consider your ‘respbnse well -§n advamce of any actfon on
recoubinant DHA legislation by the Senate early next year, 1 would appre-
ciate your response by

y Decesber 9, 1877, Please contact Mike Brovnlee:
- at 224-9351 1f you have any questions concerning this request. .

With best vishes.

| 'Sincére\y yours,

ADLAL €, STEVENSOM, Chafrwam .
- Subcomittee on Science, Technology, and Space -




