DEPARTMENT OF HEALTH, EDUCATION, AND WELFAF_!E
OFFICE OF THE SECRETAR‘I'_
WASHINGTON, D.C. 20201

OFFICE OF THE
GENERAL COUNSEL

" To:. - Holders of HEW Institutional Patent Agréements and Member_s '

of the Society of Unlvers:Lty Patent Admmlstrators

Subject: ' In.formatlon Item No. 51

S TEm atta_chmg herew1ﬂ1 a copy of The proposed administration bill on
regulation of recombinant DNA research. The proposed Senate bill is
precedent setting in that it requires registration of research projects
prior to their commencement, whether publicly or prlvately funded. This
was deemed necessary in order to attempt to ascertain future risks in
. performance of recombinant DNA-research.. Presuming the necessity for
“such registration for the purpose of -assuring public safety, a mmber

- of other issues-emerge which: your -institution may wish to address.

One -is discussed -in-the Washmgton Post artlcle attached

From the point of view of patent admlrustrators the 6th question raised
by Senator Kennedy in introducing . ‘the bill seems most mpartant

~"What-information 'shouid-heTequlred*to be suhn“i‘t“tea “to the
.Government, and what. mfomatlon should be dzsclosed to the
publlc‘?" .

The way the proposed bill-is now drafted, no special provisien is provided
on the handling of information dlsclosed to the Govermment. In essence,
this means- that information in the hands of the Govermment will-be governed
by -the-Freedom-of -Information and -the-Federal-Advisory Committee Acts.

1t seems -conclusive -that advisery-comittees will:-be -involved in assessing. ..
the information provided to -the Goverrment under ‘the proposed ‘legislation.
Accordmgly, quest:.ons posed by Congress to the Pre51dent's Bmmedlcal

'adequacy of theFreedom of Infomalon and Federal .AdVlSOI'Y chmzttee Acts

in protecting proprietary-information are again raised by this proposed
legislation. . As you may know, both the above groups concluded that the

4th Exemption of these Acts pI‘ondeS unpredictable. protection for submitters
of scientific information .to the Govermment, and both groups have recommended
a legislative change to the Public Health Ser\rlce Act requiring closed '
peer review and increased protection of proprietary informatien in the

~hands ‘of the Govermment. The proposed legislation's silemce on this matter,

accordingly, may be considered a rejection of these recommendations.
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It would appear that the questlon of protectlng :mfomatlon in the hands
- of ‘the Government in this legislation is even more serious than the
question as addressed by the Panel and Commission, since all research
plans in thls area will be affected even though 1o Federal fundlng is
:m\rolved. - : S

1 understand that a- Subcozmnlttee of the Ccmnlttee on Sc1enc:e and Technology
chaired by Congressman Thornton of Arkansas will continue hearings on.--' . = .. |
7eton1b1mnt—DIﬁz¥nn"A3rﬂﬁ%—and—%8w~However ;~due “to—thepresumed urgency... ... -

. for legislation in this area, it appears now that the first time that your
institution may be able to speak ‘to the .issues involved is when a bill ‘
equivalent -to the Senate bill arises on ‘the floor of- the House of Repre—-' x
sentatlves.- T , ‘

R Sincerely~j?ours,5-'-: S L L

W =

Norman J, Latker -
-_'--Paten't_‘ Counsel -

. Enclos_ures- .
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[ 3 6401:1.!&,—; homs so irensed or dealgnated

%k.m.y accept Indlan child placements by =

_  non-tribal government arency and Htnte

» Tunds in support of Indian children. and

shail have a preferencs In child piacements -

in accordance with subsectlon lD:l(b) of the .
Act,

Sectlon 203 describu rome or the ma]or ’

features which may be included in oif-reser=
watlon Indlan family development procrams,

Sectlon 204 directs the Sccretary of the In-.

" terlor to undertaks a study of past child
placements and, if he has goodCause to be-

Heve on the basls of this lovestization that

the placement tmay be Invalld or legally de-
foctive, and if the child's famlly so requests,
to institute appropriate lecal procoedings
challenging the placement. ‘The Secretary s
-Turther directed to operate, or t0 mnke prants -’
or contracts with Indian tribes or Indian -
organizations to operate, an Indlan family
defenss prograra which shall provide repres

sentation by an attorney for every Indian
child, or its parents, who ia the subject of &

child placement proceeding.
Section 205 establishea procedures to'r pro=

carry out the

"=

—

By Mr, KENNEDY: °
8. 1217, A bill to regulate actiﬂt.ﬂ-s in-
-voiving recombinant deoxyribonucleic
_acid; to the Co:nmibtee on Hu.:u. R_._e-
sources.

_Tam pleased to introduce the adminis~
tration's legislation regarding the urgent
necessity to regulate and control recom-

-

binant DNA research. This lemislation -

grows out of the recommendation of a

.broadly hased interagency commitfes, -

which was chaired by the Director of the
National Institutes of Health, Donsld
. Frederickson. The need for such legisla-~
" tion is aslo recogmized by the sclentifie
. commumity both here and abrecad,
: Mr. President, as chairman of the Sen-
ate Subcommittee on Health and Scien-

tific Research, I have scheduted hearings -

on this and related legislation next Wed-
.nesday, April 6, 1977, These hearings are
specifically designed to elucidate the rel-

evant fssues regarding this kind of ge- .
_+ netic research so that it will be possible -

to promptly report a comprenensive biil
from the committee to the Senate,
Recombinant DNA research has cap~

tured the attention and raised the anx--

lety of the Nation more than any-other
-area of blomedical research in history.
The potential to purposefully transform

e nature of living 6rfanisms, Tor good -
--to grant-a-license is mnde. “Thercfore, I

or il is both =i exhilarating and

. Irightening prospect. The concern is rnot

over curtent benefits or enrrent risks—

but over uncertain future benefits and
uncertain Tuture risks.

: “The questions of potcnti:tl benefits and

. hazards of this research extend bevond

the walls of the laboratory and the realm

of freedom of scientific inquiry, These

... questions involve everv citizen, scientist

..and layman alike.' The assessment of
risk and the judmment of how to balance
risk against benefit of recombinant DNA,
research are responsibilities that clearly
rest In the public domain. And it follows
that these issues must be decided through

public processes. The virorous discussion -

and debate amonast both the scientific
community and the genera] public over
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this issue is very bencctial to the polley-
making process. However. as the dialog
unfolds throughout the Natlon, I believe
that there I3 a growing concensus

_throughout the country that regulatory

“Jegislation 1s necessary. ¢

The lerislation that T am mtroduc!nr;
today presents Lthe administration’s views
on regulating recombinant DNA re-
search. I believe that the approach taken
by the administration leaves several un-
resolved issues. First, I think that there
is need for an alternative definition of
-recombinant DNA research to that given
in the administration's pronosal. I sug-
rest that we define recombinant DNA re-
search as any research, study, jinvestiga-
tion, experiment, or act in which mole-
cules or segments of molecules of deoxy-
riboneculeic acid--DNA-—that are not
known to be otherwise capable of being
_ propagated iIn a particular specles of
living cell are rendered capable of propa=

- —Iulgating rules and regulations necessary t0- mation in that species by joining them-by-- and—I -encourage—the—witnesses - at the-
= any method outside of living cells {o an-
other DNA molecule or segment of DNA

olecules. ¥ would like the witnesses at
" the hearing to comment on thzs defini-
tion.. . - -

- /Second, I strongly Ieel that the publlc.

a right to participate in'the decisions

= congerning t this:area-of Tesearch. T would -
like the witnesses at the heafing tocos

sider whether a commission within the
Department of - Hesith, Education and,
“Welfars, should“ba" estabished and be.’
omposed.of ! ma;ority of individuals--
’vuhed in biomedical- re-

searéh. .7

- Third, I have concern a‘bout. the scope -
an.d natare of the standards to be pro-
mugated under the administraticn's bill,

T WhHY Stiould thé thTust of tHe standards
" be limited to the production or pessession

‘of recombinant DNA? Why not include
recombinant DNA research and include
standards for the responsibilities and
qualifications of those who both own.re--

.gearch _fakilities and those- w_ho actuany

dothe_ra;earch.__ﬁ . - o
- Ia this regard, I take. exceptmn—with
the apparent limitation urider the ad-

fallure to comply with the stzndards be-
a ground-for-revoking a license; Is.it 3 not.
the main purpose of licensure to assu.re
that the siandards are met?-

I believe that there must be a legisia-

would like those who wili be before my

- subcommittee next week to consider if a

Jicense should only be granted when the
Government is satisfied that the research

to be authorized by a license will be con-"

ducted in a manner as to assure the

“health and welfare of the persons to en-
-gage in the research, the environment,

and the population of the surrounding
community. -

Finally, I would like ta raise the follow-

ing questions for consxderation a'.' ‘the
‘hearing: .
“Flrst. Should there not be a com-
prehensive, thoughtiul study which will
consider nnd evaluate the ethical, socie-
tal, and legal implications of recombinant

DNA rescarch, X think that a group such
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as a subcommitee of the Nattonal Com- S
mission for the Protection of Human o
Subjects coitld be formed with the charge
to study these long-range implications
and make periodic Teports to the Natlon.’
Second. Does the public not have a
right to know who is conducting this type
of research, where it is being conducted,
and under what conditions? .
Third; How much funding will this en-'
tire effort requlre :md how m:my posl-
tions? : o
- Fourth, Should there be 2 limit on how .
many facilities are to exist at the high--
-est level of physical containment? R
“Fifth. Why should this research be ex- C et
empt f{rom environmental impact re- <
quirements?
Sixth. What hﬁormation should be re-
quired to be submitted to the Govern-
ment and what Information should. be .
disclosed. to the public? ‘
These are some of the concermns I have

hearing next Tuesday to comment on the s,
administration’s proposal, the issues I Lo’
have raised and to etpress thei.r own o
concerns. it
I ask unanimous consent tha.t t.he binl g
be printed at this point in the Rrcoro.
‘There being no objection, the bill was
ordered to: be- pnnt.ed m_the Rscoxn. S
" ag followss =i+ il ) e
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Be it macted by the Senate and House' of
Representatizes. of the -United States of
-~ America in Congress assembled, ‘That this Act
. m=uy - be.clted #s:.the “Recombmant TDDNA .
Begulntlon .Act".w e S -

i | FINDINGS -~ ——-- )

S::c '.' The Congress finds that—

. {1) work with Tecombinant DNA will im= )
provo.the..understanding - of baste-hiological— ...
processes and offers many poicntial benefita, -

{2) there exists, however, a pocsible risk
that mlcroorganisms containing recombinant
DNA may cause disease or alter the environ-
_ment,

{3) microorga.n!ams contalnlng recombi-
" pant. DNA  could. spread -throughout the
. Unitaq -States and- m-ntmountnes:“u!“
_versely affecting human health, the enﬂrm
ment industry, and acricuiture. N

‘{4).'the only effective way to minimize the

- ministration's tpproacit-Showld not the “#E¥ to health, the environment, industry,

-and: agriculture is by regulating sotivitles
Involving recombinant: DNAr-whethef- or not——rrr——1
those activities are In Interstate commerce, '
angd therefore,

(5) all activities invelving recombinant
N&-cl&her—-nﬂoe )

GENERAL REQUIREMENTS

Bze.d. {a) Except as provided in subsece
tien {b), No person may possess or engage In
ths production of recombinant DNA uniless—

{1) the production or possession complies
with the standards promulgated under sec-
tion &4,

{2) the production or possession occurs in

‘& facility licensed under sectton 5. or the pog-~
_session occurs while transporting recoms

::’mnva rrom one auch facility to another
{3) the productlon or posaesaion occurs as
part of a project that has been mutend.

’ nnﬂer section 6.

{b) The Secretary may exempt from some
or all of the requirements of subsection (o)
any category of activities he finds poses no
sipnificant risk to health or the environment
(l) becauss of the nature of those activie
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",‘ - Guidelines {41 Fed. Reg. 27901 (1976} ), with -
. mh modifications as he finds ore needed,

-

"« plylng to the productiod or possesston of re- m"OIVing recompioont DNA,

'$5336

Ues, Or (2) because the cattmr! 1= l,dcqun.tel’i_

ngulst.cd unde- other Pederal la.w.
STANDARDS

. Bu:. l. (s) For purposes of pmtccitng the

hesith and enfely. of individunls who work -
with recombinant DNA. the health . snd.
sufety of the publie st large. and the in-:

tegrity of the environment, the Sccretary— "

(1) shall, no Inter than 90 days aficr the

"enactment of this.-Act., promulite (withe

out regord to sectlon 102(2){C) of the Na- -
tiona! Environmental Policy Act of 1969 or o
8 U.B.C. 553) as interim siwandards spplying -
to the production or possession of recombie’
‘pant DNA tho Recombinant DNA Research -

{2) ehall, no later than 180 days after the -
-promulgation of interim standards under.
clsuses {1}, Initiate procedures to promulzate -
" final standards applying to the production:

"ot possession of recombinant DNA, -

{3) shall, no'later thun one yenr-after the
promulgation” of interim standards under
clauss {1), promuigate final standards ap-

" eombinant DNA, and -
{4} may, from ttme to ﬂme, 'promulglta

duction or possession’ of recombinant DHA,
and (B) amendments to swnda.rds pmmul
gated under this sectiof. - :
{b) {1} Any person ﬁudverselv emd"by
an sction of the Secretary under this eac-

tion may obtain review of the action in the -

United States Court of{Appeals for the Dis="
frict of Columbia, The petifton for review
- must be filed within sifty days of the actlom—-
* Review shall conform™ to chapter- T o( tltle

‘5ot the United States Code. -

ductlon or pousesslon of fecombinant DNA

{3) haa the capacity to and does ma.ke pro-
¥lsion for assuring that the requirementa of
clauses (1) and {2} conunuc t0 be met,, .

(e} The Sccretary may revoke, suspcnd or
‘Nmit'a lcense issucd under this section M
he flnds; aiter notice ond opportunity for &
hcnrmg to the Tacmty. that the faciity— "

{1) .ha.s mlsreprescnt.e ‘any’ ma.tena.l Iactln
obminlng the license

- {2) has engaged or lttempt.ed to engage
or represented luself s entitied to perform
any activities jnvolving recomb!nanf. DNA

) not suthorized by its license,

(3) has failed to comply with any ot tht
terms or conditions of the lcense, .. .

" {4Y has falled to camply with a requeﬂt of
‘the Secretary for ony information or mstee
rinls the Secretary hnds necessary to deter=
.mine the facillty's. _continued eliribllity for

its license or tO evalunte the possible effects  Privileges-—of-employment_becanse. Mw"

on heslth or the environment of activities

“(5) has falled 1o comply with a request'of
the Secretary to luspect any pertion of the

. are relaved to
nant DNA, or
A8) has wic violated or s.‘lded and abetted in_

i:te violacion of any requxremen?&tah‘llshed-
und.er thla Act.

: Snc. ﬂ. 'I.'he Secreta.ry nhau register lu
project” involving recombinant DNA 1f ‘.he
S wedquest fororegistration is . accompsn!ed By
.suen information as the Secretary mAy pre=-

(2) rc:g:!reu a a.culty 1o ‘permlt !.he pro~"

itiw mvolvmg recombl-

- Wise discriminated against by any person j

& State may esu\.bllnh or conunue ln cﬂut

“with reapect te recombinant DNA - activiiies :
any requirement which is different from. or.
In sddition 1o, sny requirement applicstie’
under this Act o such sctivities, .

{b) Upon application of a State or political -
subdivisiont of a State, the Sccrctary shall
oxempt from subsection {8} & requirement
of that State or politienl subdivision -
cable to recombinant DNA activities Re”
determines that the regquirement is, and =il
be pdminixicred so as to be, as stringent as,
o more stringent than, o requjrement upder- .
this Act. The Sccretary may not withdmw
any such exemption for 50 long 25 he fimds -
that such requirement remains unchanged
and continues 10 be so adminlstered L

i, EMPLOYEER PROTECTRON

sr.c. 11. “{a) No employer may disc.ha:ze
any employes or otherwise discriminsge.
ag>inst any employee with respect to the em-
ployeo’s compensation, terms, conditions. or

Pployee (or eny person scting pursuant 1o &
Ie!;uest of the employee) hns-—

o {1} eommenced, caused to be commenced.

or 15 ebout to commence or cause t6 De coxi< _‘
" (A) mew standards spplylng 10 the pro- - facility, its operations, of its records, which enced a proceeding under this Act, :
(2} testified or Is about to t.e:-.tlty fn any

- such proceeding, or

(3. assisted or partlcipa.r.ed or 1s abots oo
nss:st—or participate-in any-manner.in smon
& proceeding or in any other sction to carry =

O'I:t the purposes of this Act,

(D) (1) Any emplovee who belleves tha:

't.he employee has been discharged or otbss.

Volitioh of subsection {a) of this secxhi
may, within 30 days efter such alleged wio- -

2) An actlon with Tespect to wh.lch*re- -BeTibe concerning recombinant DNA nctiviues .
v!e‘w)eould have been ¢btained under para-. whlch. are patt of that project. = = - —latlon occurs, flle (or have any persom £:c

] on the employee’s behalf) a complaint w77
lﬂi’; g) m‘:h”‘“ be sublect 1o j“dm - INGPECTIONS " the Secretary of Labor (hereinafter in mxi-
. xev sny-other pmceedins -—'-jf; ~—-—sw.—a.-_tn individual designiated.s5 80 D+ section _relferred to  as the “Secretzry

s LICENSING OF FACILTTIES ‘ spector by the Becretary, upon presenilDE  elleging such discharge oOF GisCrifOIELs
B:.c. 5. (») The Secretary may issue or e~ &Dpropriate credentials to the owner, opeTa« Upon receipt of such s complaint, the Saezc-

-

new a Heense for s facility to permit the tor, or agent (if any of these be present) m tary shall notify the person named o oo
production or possession (or cermiln cate- ciarge of a Iecllity at which the inspector complaint of the filng of the complains,

gories of produciion or possession) of re-
combinant DNA at that facllity only 1f :(1)
the tacllity submits an application therefor
_econtaining or accompanted by stich informoe
. t1on concerning recombinant DNA ectivities |
. 8% that facllity as the Secretary may bres
scribe, (2) the Iacllity agrees -and the Secres -
tary determines that such production or
possession {Includingthe trensportation of
recombinant DNA to or from that facility)
will comply with the standards promulgated -
under aection 4 and such ancillary condi-
tions a5 he may prescribe. and (3) the fa-.

eliity sgrees BOd IS Secrersrydetermines—ibions-or—p:
- Judpment constitute s violation of any oI
_the requirements of this Act. The inspector

Mneh production or possessiont will oc= -
* cur only as pn.rt ot a project. regisiered under
section 6.

*= {b) The Secretafy mMAY require payment 01

[

a fee from a Iacility for the isSunnce or re-
newal of a Heense under this geciion to cover
sll or part of the costs of administering this
Act In respect to that facility.

{9) A license issued or renewed by the Sec~
_yetary under this section s vald for the
_period prescribed hy the Secreury not to
- sxceed three yoars, — - s

.{d) The Secretary may permit an appropri=

ate Btate or local agency or a licensing or ..

sccrediting body 10 issue And renew jicenses
for facilities to permit the production of
possession (or ceriain catcegories of produc- -
© tjon or possession) of recombinant DNA at
those focilitics if and for so long as the
Secretary determines that the agency or
body—

(1) requires a facliity to comply with the
standards promuipnted under section 4 and
- guch ancillary. condmnnl as t.he Becreury

has repsonable grounds to beileve that re-
combinant DNA Is present or s being pro-
duced moy enter that facitity at reasonable -
" %ixfies, and inspect, mt redsonable times and
An a rea_;-'.gp_a_lgi_e manner; the factitty and ali
things at (of Deing wranSported t6 or from)™
_that Incility which he has reasonable grounds
to bLelteve cre invoived with recombinant
DNA nnd obtain approprmte samples of such
things. “When sy -Inspector has completed .
- such an inspection he shall. before he leaves
the faciilty, inform the owner, operator, or
. agent In charge of the facility of any condl-

shall also prepare s written report of his.
findings ana send it to the owner, operator,
or apgent in -charge- o! the facility within a

‘reasonable time.,

lmommnm

{2Y(A) Tpon recelpt of a complaint Zhac
under paragraph (1), the Secretary smu..
conduct an investigation of the viokmmon.
alieged in-the complaint. Within 30 ders c.
the receipt of such complaint, the Seer---

tarf ‘shell Gothplete sich mvesclgamm‘z:**—

£shall notify in writing the complainane sza:. .
any person acting on behalf of the on.-
plaeinant) and the person alleped to &

committed such violation of the resudts ... _ .

the investication ¢onducted pursuant te oo,
parsgraph. Within ninety days of the =
ceipt of sucn complaint the Secretary B,
on the compiates -
ter:ntnnted Ny the Secretary on the bess: . .
& settieinent entered into by the Secyss:: -
‘snd the person alleped to have comnme: .
such violatlon, issue an order either prss:.
ing the rellef prescribed by subparacraph g; :
or denying the complaint An order of 1:
Secrelary.shall be made on the record s -

.mnpke avallable to the Secretory such records ment terminating a proceeding on & egur- < -
. {(including medical records of personnel) and  plaint without the Duﬂ-tclpat!on &nd goo-

Ssc. 8. Each facllity st which recombinant Dotice and opportunity for agency hesmr-
DNA i3 produced or loctted shall keep mand The Secretary may not enter 1nto & sci- -

T gnmples involving Tecombinant DNA st -for-- 5ent.of th¢ complainant,

being transported {0 :or from) that facllity
83 the Secretary may prescribe.

SeC. 9, Ezch facility at which recombinant
‘.DNA is produced or jocated shall submit to
’the Secretary such reports concerning recom-

AR

-.binant DNA at {or. being transported to or

from) t.hn.t :radmy as t.he Semmry mny
prcsulhe. A

[ EFFECT ON ﬁA‘r! AND LOCAL REQUIREMENYS
~ BEC. 10. {a) Except sa provided in subsse- -

m (b). no Siate or_political subdivision of

(BY I In response-to complaint. flesk -
der paragraph (1) the Secretary deteomi::-

‘=thnt a violation of subsccilon {a) of i

aection bas occurred, the Secretary shu.
‘order {1) the person who commisted su. .:
wviolation to take afirmaotive action to s -
tho viclatlon, (i1} such person to refamy.’:
the complainant to the complainant's fam.- -
position together with the compensationm ¢;:.-
cluding back  pay), terms, conditions arn:

. privileces of the complainant's emplonmn
-{ill) compensatory damages, and {iv) wnce::

sppropriate, excmplary damsges. I such o :
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r"

" respect to which the ofder was ssued, ale

" must be filed within sixty days from the is=-

« Becretary may determine, the Secretary shall

pnl 1 1977

L)

* order is Issued, the Secremry, at the rtqm.-st '
of the complalnant, shall assess apninst the

person against whom the order ia issued & .

sum equal to the aggregate amount of all
costs and " expenscs {including attorney's:
fees) reasonably incurred, Ay determined by
the Secretary, by the complainant for, or in
connection with, the brincing of the com=
plaint upon which the order was Issued,

(e} (1) Any employee or empioyer adversely -

sffécted Or apgricved by an order fssued un-~
der subsection (b) may obtain review of the -
_order in the Unlted States Court of Appeals
“for the clrcult tn which the violation, with

legedly occurred. The petitlon for review

sance of the Sccretary's order. Review shall

*. conferm to chapter 7.0f title 5 0f the United )

Btate: Code. - . :
{2) An order of the Secretary. w‘lth respect”
tn which review could have been obtained °

" under paragraph (1), shall not be subject to

Judiclal review tn any crimlna.l or other civl.l .

re!nted series of vlolnuom) 'or both. -
< {dy Each day A victation of this Act con=’
tinues shall constitute a. separate . vlolatlon
for purpuses of this section. . :
:r.m':::ucr PROCFDUIE FOR anubous :
RECOMBINANT DNA

in an appropriate district court of the United -

. States for the seizure or destruction of haze
_ardous ‘recombinant DNA or -for other ape
i .propriate relief to prevent its productlun.

mavement, or spread, Lk a
“ADMINISTRATIVE m:snuxm OR SEIZURE s

tion.7 an Ainspector finds material he has
reasouable ‘wrounds to heueve is hazardous

~ recombinant DNA, he may ‘order the matea
- rial not to be moved or may seize the mate-

rial; Within twenty days after such action

by an_ inspector the Secretary must come
‘mence & civtl action under section 14 with

" Health Act of 197D, he deemed to he exvr- -

14, ) The Secrct'lry may commence | 3
clvll action, by process of 1ibel or otherwise, -

“this Act shall not, ror purposes of ‘section
4iD) {1y of the Occupntional Safety and

Telsing statutory authority to prescribe or -
" enforce - standards or reculattons an‘ectlng
occupational salety and health, .-
{e1{1} Upon request by the Sccretnry. ecu:h
Federal agency 18 authotized—- © =
tA) to make its services, persannel, and = °
facilities avallable (with or without reim- . -
"burscment) to the Secretary to assist the
Sceretary 1n the admtntstrntlon ot this Act, .
‘m [ -
- (B) to tumlsh. to the "ecrenry such In-
formaticn, data. ‘estimates, .and statistics,

i and to allow the Secretary access to all fn+
Skec. 15. I during an inspection under sec.

formation In Its possession, ns the Secretary
mav reasonably determine to be necessary _
for the ad:mninistration of this Act.
. {2} Upon request by any Federal agency.
the Secretary s authorized— - -

{A) to make the services, personnel, and
facilities of the Department of Health, Edu-
cation. and Welfare available {with or withs

proceeding. - 7T

(b) (2), the Secretary shail file a civil action .
‘in the United States distrlct court for the -

' . distriet in which the violation was found to.~
- eccur to enforce such order.

In actions
~ brought under this subsection, the district
courts shall have jurisdiction to grant a1l -
appropriate relief. Including injunctite rg~ .
* Hef and compensatory and exempiary dam-

" expeditiously. .

{e) Subsection (a) of thf.s sectlon shau not
apply with respect to any, employee who, act+..
ing "without direction from the employee's
employer (or any =geni: of the emplover).

" deliberately causes a vimatlon of any require-

ment of this Act,
COWSULTATION ..

‘8ee. 12.In admtnistermg this Act, the Sec~
retary shall consult with the-Secretaries of

. . Agriculture, Cornmerce, Defense. Labor. and

.Transportation, the Administrators of the
Environmental Protection Agency and Vet-
erans’ Affalrs, the Director of the National

..Sclence Foundation, other appropriate offi- - -

cisls, and such interagency committees and
*other advisory bodies as the Secretary may -
_establish, concerning the promulgation of
standards and of amendments to standards,
- the avoldance of duplicative requirements,
and such other matters which may be of
mutual interest. ]
ENTORCEMENT

8re, 13. (a) Upon petition by the Secretary.
the district-courts of-the-United-States-may
restrain violations of this Act.

{b}{1) Any persont who ¥lolates a proviston
of this Act (other than in section 11) mav-be .
aszessed a clvit penalty by the Secretary of

- mot more than $5.000 for each violation.

* (2) No clvll penalty shall be assessed un-
less the person charged shall have been given

... notice and opportunity for a hearing on such
‘charge, In determining the amount of the

penalty the Secretary shall consider the ap-
propriateness of such penalty t.o the g'rnﬂty
- 0f the violation

{3) In case of inability to collect such civil
penalty or fatlure of -any person to pay all.
or such portlon of such civi] penaity as the

refer the matter to-the Attorney General.
who shall recover such amount by action in
the district ¢ourt of the United States tor
the disttict In which that person resides or
‘has his principal place of business.

{€) Any person who Rnowinely or wiilfully -

- wlolates any provision of this Act (other than
‘im section 1} shatl be subject, upon cona

viction, to & fine of not more than $5.000,

. oF to imprisonment for not more than ona

.

R T

- - respect 0 the inspector’s action, unless the
(o) Whenever a person has taned to come ..

! ply with an order issued under subseetion.:

owner of the ‘mazerial has a.greed omerwlse.
TRAINING =

 SEC."18 ’.I:'he Secretary may conduct end
support training. in the safe hancuing ot re-

combinant BNA,

REPRESENTATION BY ATTORNEY GEHE‘RJ\!.

Szc. 17. 'I'he Attorney General shall snpear
and represent the Secretary or the Secretary

| . of Labor at any civil or criminal n.ctlon initia
i° ages, Clvil actions brought under this sub- . ‘ :

ated under thls Act.

-

Sec. 18. For purposes of this Act— .
' (1) “Secretary” (eXcept as used in section

“11)" means the Secretdiry of Health, Educa~

tion, and Welfare, )
- {2) “DNA" means deoxsribonuclelc actd,

% {3) “recombinant DNA" me.ns DNA that
., consists of differant segments of DNA which
e ———hare been Joined-together tn g vEll=fred SV

tem and that has the capacity to infect and
replicate " in° some  host cell either aue

onomously or as an integrated part of the:

host's genome, -

{4} “hazardous recombinant DNA™ means
recombinant DNA which either—

. {A) poses s significant rtsk to health or
the entironment, or

(B ) is ne!r.her.located at s facility

:licensed -under section 5 nor being trans-

ported from one such facility to another, or
- (IX)+1s lkely to be moved or to spread

n'um such a facility or traneportation to a8

location mot at such a factlity or part of

such transportation. and

- {41) is not known not to pose a significant

risk to health or the environment,

DA,

out reimbursement) to that agency o assist
the agency in the administratioh of any N
Act with respect to n.ctlvities mrolﬂng T~ .
. combinant DNA, and

{B} to furnish to that ar;bncv such infor-
mation, data, estimates, and statistics, and
to allow that agency access to all infertnation

. In the Secretary’s possession, as the agency

may reasonably determine to be necessary oo
for the administration of any Act with re-
speet fo activitles lavolving recombinant I

Sze. 21.If eny provision of this Act'is heid ™
" invalid by reason of being iiconsistent with

--the Constitution, all provisions of this Act

whichk are separable from that invalid pro- o
vision shall remaif in eflect. . ’ :

EFFECTIVE DATE AND EXFIRATION DATE OF ACT -
See. 22. (a}{1) This Act i effective upon

enactment. except that sections 3ia), 10(a),
and 18(4)(B) - are effectlve 180 days after
enactioent, .

-{2) Upon promulgatmn of standards under
section 4, nO perscn may possess or engage in
the production of recombinant DNA unless
the production or possession compnzs with
those standards,

() This Act-shall expire five vears a!ter
Its enactment except with respect to records
made within that period.

By Mr. BAYH

—-8.-1218. A bill to amend the Juvenile—— -

and Delinquency Prevention Act of 1974,
and for other purposes; to the Commit-
- tee on the Judicjary,

o miEAns eny individual, part-

- nmhip. corporation, association, or any Fed-

eral. State, . or.local governmental entity,

‘- 46V distriet court of the United States™
incitides the District Court of Guam, the Dis-
trict Court.of the Virein Tslands, the hirhest
court-of American.Samoa. and & similar or
enuivalent court in any other United States
territory or-postession ar in the Trust Ter-

. rll:nry ‘of . the Pacific Islands, and

{7 insrelation to transportation to or .

__Trom a faciltiy. a snitabie facllity in o fere

éign country shail be treated as & !n.culty_

licensed under section 5.
- CEOGRAPHIC APPLICABILITY or act -

" See. 19..This Act appiies to the -United

Stateq, {08 territories and posse<sions, and
the Trust Territory ol the Pacitic Islands.

" RELATIOMSHIP TO OTHER FEDERAL LAWS

- Sec. 20, InY. This Act shall not affect the
authority- ‘of any Federal agency to repulste
under any other Act actlvluea involving re-
combmmt "DNA,

*{b) Tn ekercising any authority under this .=
 Juvenile Justice and Delinguency Preventicn

Act, the Secretary, or any person acting on
his. behalf or pursuant to the provisions of

'CARTER ADMINISTRATION URGES EXTENSION OF
1974 JUVENILE JUSTICE AND m::.mqm:ncr
PREVENTION ACT
" 'Mr. BAYH. Mr, President. today I am

pleased to introduce by .request, Presi-

dent Carter's proposal to extend the

Juvenile Justice and Delinquency Pre-

vention Act of 1974 through fiscal year

© 1980. Like my own bill, .S, 1021, intro-

duced last month. the President’s. bill,
s _.which incidentaflv has been't.
shepherded by Attorney General Bell,

~. would provide the stability and revitaliz-

ation so essential to the implementation
of the 1974 Act which passed this body
by a vote of 838 to 1 and the House of
Representatives by a vote of 329-20.

‘I am proud that this bipartisar con-
gressional initiative was strongly endors-
ed in my party's national platform in
.the following uneguivocabie manner:

A Democratic Congress in 1974 poassed the

Act to come to bﬂpa with the foct that




.....

HE FEDERAL' government is'in the process of "
writing legislatlon 'to ‘eontrol research on DNA”’“ :

: 'tary characterxstics of all known cells, ThlS :s a par " difional regulanon by local governmen
tlcularly delicate undertakmg, because Congress has‘i* - There are, ‘ds 'we see if, several dange p :
1o experiénce. with. regulating’ 'basw.' scientific ret ’nvitatlon One is that some local gover_riments would—'.;”'
search and because the kind. of research under sc ' ¥

tiny has the potenti not only of brmgmg great goq
to iiankind ‘but-also; of threatening it with untol
ham So we would like to undérline ‘the plea of .Df.
Norton’ Zmder of. Rockefeller Umver51ty 10, the S
ate. Ifealth Subcommlttee last. \iieek that "

proposal presented hy Secretary of !-Iealth- *E_duc, 0
. and:Welfare Calﬂano 878 useful start_m pint. Mr.

ema’l regulatiOns *Indeed, it is cencelvable that fear 4
“of DNAT&search could produce a series of local reg ‘
”‘lations that would dnve thls research out of the m--'

ey PRSI ———

_-posslble case, underground, e e
t Séems quitet remarkable*thatthefederal gevem-'»_-se =
“ment wou}d ‘consider gwmg local. gpvernments ‘so
,j"much leeway in handling so delicate a subject when
it hias' deniéd local option in sSuch matters as regulat-
ing, the ampunt 0f medtina package of . hacon. Thigis i
. minimum standards and letting states and 10¢: “one aréa-where-Congress-must -exercise-that -ex-. |
. erniifents set’ hlgIIEI' ones; if theywant 0. Thefen;ieral‘ .treme care”-of. <which :Dr..Zinder, spoke-—extreme |
: standards st be sifficiently high-to provide-ade- - care that citizens not only are protected. against the |
- quate safety for all'the'country if anything should g0  harm that DNA' research ‘miight do but ‘are also.as--
: wro,ng in the texpenmental process; the potential for- “sured that this research can contmuennder the best
t. But 'iederal siandards;are:that p’ossible cond]nons. R L

- It isnot good enough for the federal governmer
k 8ay, 8s. ‘M. ‘Califano. recommends, ‘that ‘it is'set,




