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IN TIlE IIOUSE OF REPRESENTATIVES

J UXE 20, 10"

IIIr. RO(1)ms (for himself, ),11". l'm'YEp., )'Ir. SCIIEl:ER, UI'. 'YAX)UX, ),11'. FLOmOj
:hII'. :l\L\.G"CITIE, )11'. )L\uKEY,)Ir. OTnxG1m,~Ir. "\YALGUES, :\11'. C.:.\TI.TEU,

'IIIr.lIIADI<1AX, and ~\rr. SKt:BlTZ) introduced the following hHl; which was
referred to the Cornmitlc(': on Interstate and Foreign CO;'uuerce

A lBKLL
To amend the PuLlic IIealth Service Act to regulate activities

, involving recomhinant DNA, and for other purposes.

1 Bc it cnacted by the SeJlate and IIOliSC 0/ Representa

2 tivcs of the United Statcs of America in Congress assembled,
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snORT TITLE

SECTIOX 1. This Act may ])e cited as the "Recomhinant

"i

>

5 DNA Act".

6 TI'1'LE I-REGULATION OF RECmIBINANT DNA
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AC'!'IVI'l'IES

FIXDIXGS

SEC. 101. '1'he Congress finds tllat-

(1; rrsc'r,rcll and other activitic~ iilvolv;llg rccom-
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1 "DISCLOSUHE OF DATA

2 "SEO. 480. (a) (1) Any infolmation rcporteu to, or

3 otherwise obtaincll by, the Sccretary (or any represclltath'e
. ._~-

4 'of the Secretary) OF any local biohazarus committee under

5 this pari:, which is exempt from disclosure pursuant to sub

6 section (a) of section 552 of title 5, United States Codc, by

7 reason of subsection (b) (4:) of sueh section, slmll not be

8 disclosed, except that sneh inforination-

9 "(A) shall be disclosed by the Srcretary to any

10 officer 'or employee of the Unitell States-

11 "(i) in connection with the ollie-ial duties of

- 12 such, officer or employee under any by. for the pro-

13 t.ection 'of health or the environment, or

14: " (ii) for specific lui" enforcement purposes;

15 " (ll) shaH be disclosed by the Secretary if the Sec-

16 .,:ctary determines it necessary to protect health or the

17 environment against nn unreas'Onable risk of injury ~ or

18 "(0) may be disclosed by the Secretary when rcle-

19 vant in any proceeuing under this part, exeept that dis-

20 closure in such a l)l'ocee<ling shall l)e made in such

21 manner as to preserve confidentiality to the extent

22 pmcticable without impairing the proceEding.

23 ' A resemch hypothesis, design, or motocol shall, for purposes~

24 {if this paragraph, be considered t6 be information which is

25 exempt from disclosure pursnant to subseetion (a) of section
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1 552 of title 5, F"\ited St.ates Code, Ily reason of >."osection

2 (0) (4) of slwh ~ection.

3 " (2) In any proceeding under subsection (a) of section

4 552 of title 5, United States Code, to obtnin information the

5 disclosure of whic'h has been denied because of the provisioils

6 'Of paragraph (1) of this su!)section, the Secretary or a local

7 ',biohazards conml;ttee ~lay not rely on subsection (b) (3) of

8 such section 552 to sustain the Secretary's or (;0111lnittee's

9 action.

10 " (b) Subsection (a) (1) does not prohibit the disclosure

11 of any statement of an evaluation of risks submitted under

12 section 475 (b) (5).

13 " (c) (1) In sllbmittillg data under this pm·t, the indi

14, viduitl or entity sr:bmitting the data may (A) aesignate the

15 ,data which such individual or entity bolieves ;8 entitled to

16 confidential treatment under subsection (a) (1 },and (B)

11 submit each desir:nated (lata separately from other data sub

18 mitted under this part. A designation under this paragraph

19 shall be made in writing and in such manner as the Secretary

20 . may prescribe. ,

21 , " (2) (A) Except as provided in subparagraph (B), if

22 the' Secretary or a looal. biohazards committee proposes

23 to release for impaction data which has, boen designated

24' un(ler par:lgraph (1) (A), the Seoretary or connnitlee-shall

25 notify, in wTiting and by certified mail, the inrlividllal or
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1 entity which sulJluitted such data, of the intent to release

2 such data. If the release of such data is to be made pursu

3 ant to n, reqiwst made under scction 552 (a) 'of title 5,

4 United States Cod!3, such notice shall ba given immediatcly

5 upon aHJroval of such reCI.uest by the Secretary or commit

6 ' tce. Thb Secretary or eommittee'may not release such data

7 until the expiration of thirty days after the indivi(ltial or

8 entity sl1umitting such data luis receiYl'd the notice )'cquirecl

9 by this subparagraph.

10" (l~) Snulmragmph (A) shall )lOt apllly to the release

11 of infol~mation under subparagraph (A) , (B), or (C) of

12 paragraph '(1) of suusection (a), exeellt that the Secretary

13 inay not release clata uncleI' subparagraph (B) of such

14 paragraph (1) unless the Seeretar:, has notified each ill

15 dlvidual or entity who submitted sudl data of such release.

16 Such notice shall be macle in writing by certified mail at least

17 fifteen days before the release of Stich data, except that if

18 the Secretary determines that the release of such clata is nec

19 essary to protect against an imminent, unreasonable risk of

20 injury to health or the environment, meh notice may be macle

21 by such means as the Se'cretal'Y 11eterrnincs will provide

22 notice at least twenty-four hours lJefore such i'clense is macle.

23 ' "(d) Any officei' or employe_c of the Unitecl States (in

24 elmlilig any membCl: or employee of the Advisory Comlilit-
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not allply with respect to publishing, di\'lllgirlg, distlosing,

maliing known, or making ayailable inIonnatitln reported or

1 tee) or memher or eniplo,Yee of a local biohazard,; committee

'or for111er oflicl'r or l'lllilloyec of the Ullitet1 Sf~tps or former

memher or employee of such a committee, ,dlO hy virtuc of

such eniploylllent or ollitialliosition has obtai'lCd possession

of, or lIaS access to, material thc disclosure of which is prohih

ited hy suhseetion (a), and who knowing tbat discloslll'e of

such material is prohibited h.y sucli suhsectiol\, willfully dis

'Closes the matel'ial in any manner to any persl'n not entitlell

to reeeiYe it, shall be guilty of R nlisdemeailOi' and fined not

more thau $5,000 or imprisoned for not more than 'one year,

or both. Section ID05 of title 18, United States Code, does
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'14 'otherwise obtained under this part.

.15 " (e ) Notwithstanding allY limitation c'Jutailled in this

16 section or any other provision of law, all information reported

·17 ' to or otherwise obtained by the Secretary (or any represent~

18' ative of the Secretary) or by any local biohaza"ds committee

19 under this part shall be made available, upon v,ritten i'equest

20 of any duly authorized committee of the CO,lgress,' to such

,21 committee.

,22 . ' " (f) Each local biohazards committee shall be consid-

23 .ered an agency for purposes of section 552 of title 5, United

24 States Cuk
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