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1heHonorable Joseph A. califano, .}r.
1ecretal'J of J1ealtb, Education', and Velfare
Department of ae.Ub.£ducaUon. and v.elfa~ ,
Washington. D.C. 20201,.

DeAr Hr. $ecrelal'1:

The SubcOlllJiittee on Sdence, TechnolO91, and Spac.e.recent1,y conclude4 a
series of hearings to' examine the .range of PO'liq-is~iIlg
rec;omblnant DNA researeb anti the applications of that research. As)'Oll"
know. several legislative solutions have been proposed to control the
manner in which DfiA researcb 15 conducted and tel' regulateotbel' recaD­
binant OOA activities.

far less attention has been paid to i'nsuring thattheCOlillJereial prod·
vets of recombinant DNA renarda, including the organi'SlllS themselves, '...
and any materials tbat lila)' be produced. are properly contro"ed to av01aV
'''1 undue risk to human healtb or the environment. The probl. is lllr~' ;)
titularly '.l'tantsinee the }lOtential edsts,to pT'04uee substances {...o. ' ,t,

Ot'gln\t.1IIS containing recolllMne4 ~\P. il\ the '4e1'J near future. for txallP".';{}'.
tl'. lona14t. Cape, President of the tetvs totporaUon, tesUfied ... · ",,~,),.>'

. ,. " ., " llovedler 10 tbat. aSOllle lIOftoollledical products•• ~FOb'abl)' l:ould,be llilaT. ....~(~:.:;;

tOIlOrrow.· Dr. tape was specifically referring to tntlustrb,l ent,..el ••.• ;;.";;;.".,'
produeed ffOll organbms containing reeollbined ORA. \Ie are thus cotIterfted:,',;?) .
..nth fl1' 1W)1'e than l ~thet\calllrobl..-',:"):.f,~~:,

. '.. . . . ..i'.:" ,:::". ,:::}J/~,i :..
tonsequentl,. it WII1c1 k ~1'1 be.lpful to "',. JOUl" response to the J,ol. ·,:··~t:, .
"11ft -t~_. "j.,'"";". "',
••••..01( Vt.... . . . ",',_ ,~."_~_ ..,._._,./l.

.:- , " ~, '. ',. ,-' ",>-;:>,~~\:;,'~';>""'I
t. settlon 361 of the Pub'nc \\ealth semee Act authorizes the Surgeon">?;:;" .
General to pre'lent the \ntT'04udion. tl'~nSl\lissiOl\. or r.lIreacl of cQllllrJ"i...·:!o:'.;: " I

. table. diseu~. \ft\i\e this ~ut\01\ appea.rs to atitborhe tbe S~i.+""";",, .,
\

General to control baturi, or other organisms Q)ntaining recOl\t)i~',;,.,,· ,';',,'
. ... IlRl ""ida .J Ttsult ~n dbease to tuJ!an beings."t lpparentl,4oes~J!:\;."'..1

I relate toclamage to the environment or tononblNll.animals that ma, oc:".'f"·' .. ,_,-•.
I cur f'l'OIIsuch organiSllS. Is .tMs torreet? III .c!diUon. is fIfJ understa~::::' •I' . 'lilt correct that section 361 of'the Public 1lealtll Service Act is ~t LJb<H .

\
applicable to the control ·of the produc.ts produced bYllitrob'., or..~\he., ,.::.~;,:.. ;".:: .,
organisllS which contain recombinant D:tA since these product$l«)Uld, not:,:;:r,,)': ,;,

• be considered ·infectious· 01' ·coanunicabl.·., ,~·t·,:(:;: '. ;.... ~.
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ADlA1 £. SlEVEKStM. thl\l'\Ililft .
Subcaan\ttee on Science.lee1lnology. a.nd ~ce. .

\I\th best ~shes.

Sincerely 1011\"$.

•

So" that lie may consider .)'OUr response tie11 ·1ft advuee of any action Oft' ,
recombinant DNA legtslation by the senate early nut )'eat'. J would appre- '
date )'OUr response by December 9. 1917. Please CCIIIuct Mite Brownlee

. at. 224-93S1 if you bave a.ny questions concerning tllis request. .'

6/tM ~.~'~.'-.....•.. '.' "..'
V I _tES ";.7 '~M/" .L
/ ~~;Z\tJ";11

• • ' - . :::;0

Z. Js there any othEr authority of the SecretarY of io. or SUb-unitsJ~
1)f the OepartJwent.tt.at would be useful ineontrolling the cor.r.erdal.,. ·iJ.;.('
plfcationsofretoe!lbinant DNA. organfSlllS contafnfag recomMnant DNA, or",' Ll
l:'.3lerials wMth Q1 be produced by such organiSlllSl '0II1iU-P.!f1..l~ .
ties of tt.e.):Qlld_J$d..~[CJ.- .~41.raUOD sr. · St~tJte Jetter is . .'
\.~_~C!M1e...~l~li~~}.\i:~t.~U~ ~nd ,21'1liS~ '. • .

3. As yov .y bow. S. 1217 asreporte4 bJ the senate 1tuli1aft 1\es~es ". .
tomittee. effen'hely preempts all other federal authoriUes except the
Occupational Safety alld Realth kt. 'Thus. wit" ·tile exception of MEl ....
responsibnities under the Occupational Safet)' and Helltb" kt• .YOU1' autta~
ont)' would be severelyUmtted. if not p~ted tompletely. Is it 100";.
position that any legislation to controt t'etombi1llllt OM restart'- sbout.:·...."
f\O\ pl'eflqlt othe1'feder&l statutes ...Mc".y be aptl1cable. 1\0\ only to" ..

..tberet~\nantUtA TeStareb.but totbe tClntro\or(Olmlerti,' p~t",
derived therefrad . '~. . .
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