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Al'id!:otudf cit thl."lmf'H<::i.!.lnn or t.!.le el.";.:..! ••.sure
to t!'le p ubtfc or i:::t.rr".:,ti.;;n, c....r~t.:~::1':·1. \'1

.Tc-:<ea:-cll P!'j~""'~{Jl.O:. l'l'!,;' rcu ;:7jJ")~:H:~·.·:;. :.:',j.
resl:;:.l.:l tlc.·>I::,:':1."~ c,!.J~.1.lr" ': ~,:" th~ ~'.'::!"~'''.:; or
HC't:t~h. r:::h:c~..':j0o., e nd wcuerc P'_I;'~~!:~,\;'':c,

in: tht' eucsecucn rr:!c:-rI"1 ~o -:t..'t t~e "!3-~!'!""l­

tan") t~\ r-on n r-ctfou ·.... l~.h I~'rl f'.n~~i:c:::.rl'):l or
p ..';r.o:ql suom.t ted. d~:rl:w the P~I:0~t b('":~n­
nitl~: J.J.n:.:~.y 1. 1:::7;). !In':! (jCdL:::'~ Dcce ruber­
81, IJ-'5. to t co Sc.::'n'~.:lr~· fur :.I. ~<:.n:;;. !~:!,)·;t~

lo;li;>. or CO:J.~~-:'''' \l~:::':' 'u.e P·..l;;~i~ I-~<,:>.1th

Service Ac':. In m:>.~:.!.:;j::: sucn i::::'·~'.!::i;:,~;oU

!UH.l st.ucv ••• t~~ coccmzetou 51l:!!! •••
dcce:m1:l~ t he fo~!r,-.':jn~:

(A) 'TIle number -»t re-ruesta mede to tue
SCc:-<:;,:\;")' tor the ai.;::';(~t!.r'; of lnlor:f'.~,ti0u

concr.u.cd 1:1 sucn rc.;:(,·.1..::'hp.c-~XO:3.h::·

pctncscs. {'.::d c!e~l:~t'3 :.'lTd the 1:1!Xtc-S:3 rep­
resen :cd by tho persons tea whom seen re­
quesrc were me-te,

(B) Tho curpones for w~l.~h tnrc-metton
ujsctoscd by the sec:ec.::.ry pursuant, ",0 such
rcowescs W;lS used.

(C) The c:Ieci. of the dl::.cl~w:e ot:,uch
1nJormt.tlon o'ii~

(1) prop:-let.arr In~erc:of; !n the n:sen::-ch
p:-oto:ol, h7po'.:~~csl:;, 0::' ~~;;!~'n from which
such illtc.rm.... t!on WM db(:lo~d ~d p.;.::.cnt
rigllts;

(U) the ab1l1ty of pc~!" revIew srs;t("ms: to
lnsure higb q'...:.:;J,ity fc-dcr''l.lly funded r~e~t'ch:

Md·
(El) the (n pto~'!.1on of the p~blic

egI\ln..o::t :re3-eJ.rch W~-I:Ci:~ pre3-el'.ts a.n uut'.;o£l.­
son:,.ble ri"k to h'U!n:;u~ s'_\b!ec!.S of such re­
se;u-ch and (il) the <,:t~quacy of in.for'Ded
Co~~nt procedW'£'3.

To aS3ist in its study, the Natknal'
Comn"'.issioadesires to l~n.....e written St{lte...
ments from 1ntereste-d pa=t~~s, 1Ilc!!tdmg
rcsea.rcherswho may be nffC'cted bY dis..
closure of resc~rch information. State..
n1enbshould be.·.l'£'cc-i·.·ed no~ In.~er than
Jalli.Htry 23. 1071'. in orde:,to bco o!a:s"
sl.sta;.~c~ to thE:'Commissfon in their d1s­
cussion of this top!':. n":.·· the rr.e~til1g

schedul-::d for Februf~lY 11-1~. IJ77.
"Vritcrs are el1couro)~cd to ir.clude dis..

· CUSSiOll of t!1e fo!lowin~ is8.1es:
1. "'h~tis the ns"T!'o'.,.,e.,t e~.e!'npUoll

fl\~m 'disclo~ure of re~.;:\,rch infornuitlon
containc'd inappEcat.,:,c!l.3 0.: p::opo;mls
submUt·edunder the P'..:.l.>iic nealtb-SI. rv...
ice Act th~t is necE'&"i.:l.ry to pro··.xt

· scicnti.$k;' ideas, "stoc1;,in k:u.~e:· from
p12~ri:'l.r-ism; to cncou!':;?g-e dotniled p.r.,d

· high qnallt)· grant a.;>:)!ic"'~.loI".s: to pro..
teet P:ttC'llt.. and other proprid-ar/ inter..
ests; topreYant h:;l.rm to the public re ..
suUkg fro:n the p.em::'lturcd1.~do5Ureof
pl'e1iminary resen:rch ti:l.t~; r-t:1d t'lfo...ter
t.he frr.nk fi':1d critlcr.l JX'c-r l"cvlcwne<('s­
sary"to ll'.Suraco.r:Ui:::;,;:d hiZh qua:a·-y
!eder?11y fur:.dcd res~G.rch?

·2. liow ~hau~d:thep".1lPoz("S of C.,.:CllP"
tion !:-OIU (Usc!osu'["(!. dcs-~ribcd in the t .rst
cluestioll. rtl'o\'e, be b~Jn.nr.cd-neaiast S 1eh
PIU'P0~(!sof dL,c1020riro c·f rC's;,1;:>;rch in! or..
)U:\-Uon as protCGt-io:1 or In.:l1:1:l subji:cts
in,clinicnl r~5!:!~rchf'·t,:rtil1:;,.tuIlIensona.ble
risk r'.11':.lo'iX'n:"1f:ssof ~o\;erl"..U"l.el1t.:.,Jd.eci..
sion mr.ki.n:;?

2. Can Ul(' br...<::.lc t"e~tl.ri.:h idr:t'!.of a Pro"
po~nl or~pphcf'.tionS\!~~:litti'd Urldc-T :ho:
l?l:.~}!i;,"! nt"~tth .s~r-:icc Ar..:t t;e SC';:3:-atcd
(jut !:..'r the purpo~;:oo! ('xcmptil1~1:. !.o:u
di.st:losu.t\} ior r,p:.:r.loJ "ililllC'/'\V< ilid

FFO~,~At. ~[ClST[~._vor.'41,-NO~ ·2:49_1.\ONDP.Y. D~C Mn:::s:: 27. ';~7&

•

-~ )- ,- I ~-~~------~

.~" )w;-o /A ....... _
k;~",".ce )lcZr

exempt.ion for a. pc:-io!d or time gCI"'IO to
pro~ct t hc l"op:i~t~hy int{'r~bp¥nd.
p.1tcnt rtetits of the in~·CJ~l~.~or?Should,
rLll:,·lim;~rt.~jvnbe £tiI~:11r..tl:~LfOl" all rc.. !
search or for Onlycl.y.l~Gill resccrchz .1

4. Is it possible to ph-djrt which ~·.l'\te"l

g'fJries of rcccosets or{ ar-rntcattons ha~e'
potcntfal patent Lr-:1P;ip"tinll.:;?

Comments should b~ ~:d:r:r.....~C'~toJhe
Nattonnl .Commfssion [or the PrfJL('ct!oon:
of Human Subjects. 5133 -....;c.:;t;~a~ ..d Ave­
nne. Hoot!". 125. B~r.H:·sd:~, :~I:""'J'land

20010;' R.;'(:tit?-,s(S for turormnnon and for
copies of a h'C'JI ans.j~·sis of t·:~edi!clo...
sure issue the.t was P:·~P"l:Cd. for- the-'Na~
tiqnnl Ccmmissfcn siH~:11d be dt:ect~ d to
1'.Is.Anne B~.Uard (30~' 406-777:3. ~t~the

same address. i
Dat-ed:· D;?ccmber2()11~76.

I
CHAf.U:S U. Lo\".~e..

EXt!cuti"e Didclor. Na~~or:J,1

Commission lor the Protc'J­
lion oj Hunt:a.ll, SuojectsoJ
Biomedical an./j nchavioral
Resca.rch. t
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t:otk..:· Is h:;,(,'b:: r~lvr.n tll~~t. t!>3 N:;·
tiolln! (.\"'}!~lt:li.!:.:·J·.~n for Ul~ Ptl~t'.:~:~:on ct
11:u unn r:·I!~.'c';i-:' of DiOltl('.:]i:.;oI ~f!"~ H'>
hr,' i,)i'~";; i:;(·.:::..·.·.lt~~} ,,:;;1 m cc t ca. ';'1:1\1l1~

7 :':~~! 2. !~';''j, :~lCOH;:'c;-('r~"e 1:0:"):11 G. C
wt.ur. J-x::~~m:: ::.;1. :!;IUon~l~ h::-:tit!Jtf·~ or
He \It:l. £;,~,"i) E,(,'.::·:\'ii:c. Fl~;t:, J:c·.l.e.~(::l.

~1" ry18.:;~;, T; ..c r..cc ~ In:;; wm (O:1H'n~ ..;:1
9:() a.s.r. v.ell Cf.'~; o.nd ·.,;j!l be r,CJ1,("!:nUy
C';)t·n to 'l.:j~ l)"'jl.i~;~'" subject to l!;C 12::.ni­
tat.ens (;1 r.\',:il~.!·!i! f::':';:C.:'. ·.i\~:lb'i ':C;;.;nt~­

f;<:i; in tac :!;1.;~::~;lt(l· ,0 t~;c C'o;';n;l":~!O!:

unc~crU~t: ;\~\tic>~.o~ F(;';~i;'H'cl} A~t (Pi.::'
h S3-:";:;;). [:5 i.::::'lHitd. bc}ud~~1:~p:;y­

("ho~u:-:;c::urd t he pJ.rt:!.I'i;):nio~){If ch:I­
d.:~~ ~l:_~·.~'~::;rCh. ,,':.iiI be til':: ;;~'!;~ct~ lor
ttLh 1.1<.:"{l,';,.

~:'hc::~::-~t!(n:"~l Co!!uni.,,~!c'71 ~.~ rt':~.:trN1

Ulh~~'r H'Cf,'nl ~:.' <"l);"'ct~d 1:.:;d.,;l~!.i(lll t~7

stld:.' :'11!J m:·ke l'Cc;!.r:.:;';1cn(!:l~i.~1~$ i{,r
l~~ h!~~ t;;);;, t~ C(J:.!~{n::i;.~ '<1 tj~e If)~~:C 01
In:.,]Jc (::",ch').;-;l~re, Pli~·$\!:"·_'"1t ~':- the ,Frl':<"­
-do 11 ,,:I!~!v;::,1~l t ~on Ac[·. Q1 h'!.ii;:rm;·~l :(n:
c,) It-.1~-;~~\ i:l rc..: ...·::~:·~h 1.':"'):');015. h~n:otJ~·
HI;s :'\::~:i ~:,:~j~n.'5 Co:jt,'1.:~1.t.;j I:Y tlle .!i!:(:rc·
t<:>• ..,,~ c.:f Di.r::\'.~ b (:onnr:ct;:~r! \,:~!:a ~~p}Jli~

ell iOL-S or i)"')I~O:-·~.1.s i()!"~;L'O....nt:3. fr.·l:('··...·,;.
$11 '1)5- ~T:::r ('ont~·['J~b, uJ.:-:t;:T thePuL!i~

H. ~lth ::,:t~..·...l:'c/..~... t.. S:)c·;;1::Ci.1n~'. tiCcl1J ...
of ttl".; H,::{~i:'l }\cst:'i."trc!l rmd }:c-.11tl1
SO! r\"io-,~ l:.r.~{'·l";d.;;~ent~.., of H;~'; (PUI). 1...
g.: -2.S.ilH ovi~.h·::; i!l pt~rj,. thJ t
t~: • };.-.::');~~..1 C~::~C~:~1:"::-n· :~'r th't\ i).:-·.)!~,;t!l)n

(It HU:~~'~~~;;::':b;~'':~:; lot ll;.:-~~~7,;'~~.:l r:d. 1;~­
h~ v~.:::~';.: ;~':·:::i.~~·h ;'..:J.,...,.!)l:.;.~-;:~:tnj' t;; •.·th:~;:~ ~.Y:'
« the ;:~. -';',)~r,J ;~:,..,....::"t'''::~l ;.":t (p;~t:.j\.') :V~'V

t:~ ~{~) .:~~.ll ~ , .. c-o.!ldtlC' :~.Tl lth.:-'':'''i~nUv';J

rJ/....!O~:!.L CO:,~~-~:~~~ION fC~ 1HF.. Pi:O·
',fC;~"Jr: OF 1-~tJ;V'.r~ ~·.;j~·U:C'::; Of
r.:If,:;:,::'..;;:.t::,L 1,t~D. nU-;i.\'U;;";.? RE·
~r.r\rCH


