
AGENCY: Food and Drug Administration, HRS. 

ACTION: Proposed rule. 

SUMMARY: The Food and Drug Administration (FDA) is proposing to amend 
‘,’ ,,‘- ^ 

its public information regulations to implement more comprehensively the -‘. _ -3 
_ .r., ./.a,,. .* .^ .,” _. 

exemptions contained in the Freedom of Information.Adt (FOIA). This action I ’ 
/, incorporates exemptions one, two, and three of FOIA into FDXs*public : ._ : 1:’ 

information regulations. Exemption one applies to information that is-classified 

in the interest of national defense or foreign policy. 
. 

. ,_I .“, Exemption two ‘applies . (I” “l< -,, (._ ). .,,, _,_ )i i’, ,l 
to records that are related solely to an agency’s internal personnel’rules and 

^ ,s j ,) ( ‘ ; :_* 
. ..i. ** 2-l .i,y”:,.,:: _. ,& ;; ;. ::,” L.i”,i .r,,i: .<) 

““, 
/, :...,” :, ,: 

practices. Exemption three incorporates the various nondisclosure provisions “. ‘,’ “I ’ .“’ *’ _ ” -” 1 ^, 
” ~* 2: that are contained in other Federal statutes. This propose-d rule is -a companion *, ‘-: : 

to the direct final final rule published elsewhere in’ this issue’of the ,FG.&<& 

Regisfer. 

DATES: Submit written or electronic comments by [insert date 75 >ays after / .,_,*,. , ,.. 4 ” .-,_ -:” I. . I .v 
date of publicatl’on in the Federal Register]. 

., , i 1 

ADDRESSES: You may submit comments, identified by [Docket No., 2@4N- . . j 

instructions for submitting comments. 
; 

-NPR i.: ’ 
.,,a;. “., ..:, ). “_ 

‘, ” _’ 
i‘ :,i *‘,_,., :: : ‘._ . . . . - .:.; ! _ 1 ‘<;, I / .l. .- 



2 

~ __ I/ ._ ,~. ,. “. __. ._ . . . - I . . . 
instructions for submitting comments on the agency’WG&&tG’r ..i’.“.” 

$ ‘ ., . 

subject line of your e-mail message. 
, , , _  ,. Y  -_ “_I ,1 ‘” . *  .- * * , ., ,“. 

FAX: 301-827-6870. 
. : 

-_ . . 

Division ofDockets Management, 5630 Fishy? Lane,rm. IdG1~,'Roc:kviile;~~~"' "* 
,,.. . . -; (‘ .t: + ,__ )i ,.,* 

,_._' , ,' .1 ; ,:t-. ,^ _.__i, ., / j ,. ._, 
20852. _ .*. ,, T. 

Instructions: A11 submissions received must include the a&?&; I&& &a _ 
.< _,f, ‘,. / , .: I  ^i 

Docket No. 2004N-0214 for this rulemaking.‘All comments received tiili’be 

posted without change to http://www.fda.gov/dockets/ecomments, @ lud@g 
., 

_., 

any personal information provided. For’detailed instructions on subm~ttmg “‘“’ ’ ’ 
,.__ ‘ _ ;, I 1 

comments and additional information on the’rulemaking proceG;‘see’the “’ 

document. 

comments received, go to http://wyw.fda.gov/dockets/ecominer&~a+/q~ ~~~~[ ’ 
: I 

.._, ,_,, :.. _i.. ..,” _... :. ..?’ 
Division of Ddckets Management, $630 Fis&% Lane, r&.’ 106;: I&$%~fie, MD 

I,, -’ ~. ,, I,. ._ _> 
L , 

I. Background 



companion~proposed rule will provide the procedural framework tb finalize i, : 
I:, I, j . . \I ” .- .” . 

the rule in the event the direct final rulk rec,&ves:significant’adverse~comment /. _ 2‘. “. js (_. ” ,‘. ” _, ,.a_ 2: ‘) 
and is withdrawn. The comment period for the companion propo~sed rule runs ” 

^ 2 .a,. 
concurrently with the comment period.of the direct fmal rule. 

:,i-,.i, / /  -4, . ,  I .  is;.  ” - :“/,._*l i: ” 
Any comments ; -8 ,. ,! “(3 

received under the companion proposed rule will be treated as comments -7 ,- _ ___<. ,.’ ,. 
“ri’,“* *..I ,“^,‘.*‘ Vl < I .>r,‘<;; .,&.* >&y:b;;, ,/ )^-~* ;-i’iiu ‘::, -* .,,- -2 tc.” ::. 1;. -- 

regarding the direct final rule. FDA is publishing the-dn-ect final rule because 
h : 

I_ > -, .‘/ 
..“, -_ 

the rule contains noncontroversial changes, and the agency anticipates that it’ 
!, ’ 

. _. ,i 
‘, 

will receive no significant adverse comments. A detailed’discussfon 6fthis rule 
b ,‘ 
” ” .” __ ~: j^’ , II Y,~ ‘. -i ,_ ._.. _ ,-St>,. _’ .:J l\. / 

is set forth in the preamble of the direct final rule. If no significant adverse 
‘: i, : . 

comment is received in response to the direct final rulij;.no~.Gr~h4i ~dt~~;l.wili .d.’ * -j-*.,1 .:.,I_ ,’ 
-,, I ; “’ ^ .-j($ .” *,,alil I” “. 

be taken related to this proposed rule. Instead, FDA will p~~~l~sh”acon~~~tion ..I’ r ” ‘1:‘ :“‘_ hi___ _*, 
/  3 ,d ., 1. *,s ; “* - (.. 1 

document before the date of the direct fin~I%e,“to c@firmthe effetive &te -” ‘,“* 
I ‘,, ;z ” .::, ,: 

1 ?: ;Y ‘_ _ _) :_ 
^” I ~ ‘if ,%; __ “- i _;. -- j _ “i( “,,‘ I ,I . 

of the direct final rule. If FDA receives 
I _,.__,,- ‘“i.. “,i”ll;” x.,’ 6,.,ai.e>~. +,, il. ,t‘. .i. ,( ,*.; / ‘.- 

signifidant’adverse 
.‘ ‘ r j ’ 3, 

commehts, the 
!I’̂  “,: ..’ 

. . )” ,. ,Ix^,I-~__ * ,.,, L.-y..-.’ .L )_ I ,_ .1 _‘) YQ; ‘I .>,, ., ; ,, - > . ,^ ,. ‘_ .-* I e: / “, (16,) > _, I _, _ I I _, -j _% j 
agency will withdraw the direct final ru!e. f;‘DA gill @!oceed’to consider’all 

5 ,i#, 

.j : 
of the comments received using the usual notice-and-comment procedures. .‘.i __ ,,-.,, 

FDA is proposing to amend its public inform&ion-regulation& to :__ .‘.‘i,, .” A_ \._.( I_, I _I .  , ;  

incorporate exemptions one, two, and three” qf Foi4, (5 ii.s:.~.-~:~ii:~~~~~.., -“--z.’ .“‘? ,1 < %,A- ..a, ,+.2-;+’ &&..~ .,d 

(^ _ “‘-.’ 

1’” 

r ;‘i.,; -.:- .L,. b, ” “,. ,., i” ,: ; __, :;. _; -‘_ ii x ; 

provides that all, Federal agency records shall be made ava&ble~to~t&~ ijGibiic 
( /__/” ‘--I ‘( .,:Gh;..,:,.l. I;., ,Y 

.,I_ 

disclosure by one.of,nine exemptions (5 U.S.C. 552(b)) or one ofthree’special . ,‘ ,‘” <I ,\ ( I( ,.y . ‘a_ ‘̂ _’ ., --; ‘“I ‘2 I ‘“,.. ,_* w”i __ _,, ,; (j I. ,_ *, ,/ 
law enforcement record exclusions (5 U.S.C. 552(c)). FDA originally issu&f~it{” .,A .’ ‘I. *’ ., 3 I .I. _, L .- ,, 

. 

public information regulations implementing FOIA in i974. As noteh:atthe’.’ 
.; ;, ‘,,.l .I:. .,:. 4, ’ *,:. 

_ ~.i -,li” ,.- /_ >_ ,< ;.:-.“],, i+\ <‘.‘...:““-.. -,ii-’ 1 0, ..~. ^.. I s ,.L’, -j^r _, _, ,_ ,;s! r ::‘$;’ ,I . . 
time, FDA’s 1974 regulations explicitly addressed fou”r?jf’the n~ine’I%IA ’ . “{ ” ’ 1: ‘I 

,~ ,:_ 
exemptions that were then perceived to’be of particularimportance to the 

__ _ ,- ’ 
agency, those relating to trade secrets, internal memoranda, personal ~I%%cy, ‘. 

_, 1 j __ ., ., _ _. ,*e, ,I .,iq ,” _ ._ I/ (1 3: ,$+ >\; ;- -h-::.>” _d). _^, ” .‘,..\ . . ,:. * _: I _ ;; ,_,,. 
, .’ ., :‘,’ .I” 2, _ .“, , ,, ” I,.. ; , j i _ .Z<“, .,: Gb’. .$L*; .’ .<,,” “<‘: , ,t> : . ( j$py :. .:- * ;- 

,) ,,<>, \/ _,I. .j, ,~.j.,, ) ,ri,-,. ;-&n,,$‘.‘...jii ._,,,, - ,. II ^ ,, I * *” .*(*~ I ‘>,,.“d _j -&;;,;:,,i;, i . 



and investigatory files (39 FR 44602, December 24, 1974) . FDA,nobv~find& it . ” “” ‘, n , - 
_. 

necessary to address exemption one (5 U.S.C. 552(b)(l)), given the President’s 

designation of the Secretary of Health and Human Services to classify 

informatioqunder Executive Order 12958 (66 FR 6434j;' Deceirrbkr’ii,’ iO?i).” . 
.I,./ 

._ ‘. , 
Because exemption two (5 U.S.C. 552(b)(i)) applies to,‘among other typesof ,. ,. ._ ., .” 

records, internal matters whose disclosure would risk circumvention of a,legal i ,._ “<;I\ ‘, ‘“’ f” -?~‘i”‘,,; j. ‘,,:;;;:;\L”” ,~‘.,;1;..,,. ,; :, 24. _~ s, i ,, s_ : 
requirement, this exemption is of fundamental import&&e~to homel.&d’* ’ ‘. _ ..; ” -, i,.,T _. . , -. I 

security in light of recent terrorism eveutsan,d, heightened security awareness. ’ 

In addition, FDA now finds that exemption three (5 U.S.C. 552(b)(3)), which ’ ’ ” 

incorporates the various nondisclosure provisions that are contained in other ‘p . “,~” I : ,,~? ~.& d-e< a*>* “i - -s. I_?’ 48 j I-’ “. -*. I . 
, < ,. (- 

Federal statutes, is becoming increasingly important to the agency. As such, ” 
:~ 

_ 
FDA is proposing to amend subpart D of its public ~infb;mation-regulations “. .’ ’ ~ _ . ,, ,,. 5. .. ,. _%>l , 
in 21 CFR part 20 to incorporate these three exemptious,’ ‘. ‘.’ 

/” _, .>. _, ,, _“_^.I I,_. _I_* “G‘ . 

,. .” 
The agency has determined under 21 CFR 25.3O(h)‘and~(i)“th&t this’acticn 

.: 

is of a type that does not individually or” cumulatively have a signific&t’“effect x ’ ” * I., .( ,. _ 
on the human environment. Therefore, neither an environmental assessment ,_ ,i j %“, i I L I. “, . . . __- ,- .! 

y’ “.’ ” ‘. * . i ’ ‘. ’ ‘* nor an environmental impact statement is required. , 
IV. Federalism 

:. I; I _,_I.,.*i , : ??. ,,,/., “‘, )I> “: ,,I ,‘;’ 
FDA has analyzed this proposed rule in accorda&e with ‘& ‘prL&$es 

,,&” x 1. i., I .: 1 “/ _ ,_._ . , I 5 ,: 2 
set forth in Executive Order 13132. FDA has determined that the rule dbes 

<*. ,~ :, __ * -:a 

;. ‘“~ .v 
not contain policies that have substantial direct effects on the SIt,ites, or-r&e ‘. . :_ .*_ ̂_ , 

relationship between the National Go,v&mrrent~a~ud the States,‘or 
I i “,.,., ,;-.p.,;&:.~, .,:,-~.. ,“$, -“; c: -: J *.:*A. .._ i:, 

., “ 1 . . on,;the: _..l/ ,,.; _, ‘,,1‘_ _:j ,, . \ , a;. 
distribution of power and responsibilities am&g the various levels %” 

“,, “/ .,.:. ‘~8. .I .:, -’ ri 
-. .,I.., ,, / j , ., ,_, -.. 

1 I ., . I._, .j,_ ^ ,, 
government. Accordingly, the agency has concluded that the”rule does not., 

‘a 



_,_ _ 1 
Order and, consequently, a federalism summary impa&.statement rs’n’ot”“ * “’ _I’ ’ -’ -‘l 

,.(%’ ,!. ,/ 

I ,‘. .- ,/ .,<_,> (_, :: ” 
required. 

^. 
> <. I . 3. I” > s . . ., . ‘_ < .‘, ,. ,I,,O” _, _ ‘A 

V. Analysis of hpacts 
I. ,; 

., I ..’ I * I x ,.- _ “L . . --, I, j, . L 
FDA has examined the impacts of the proposed ruie under Fxecutke 

: “̂ ” :- ‘+ . 1’ 
^, I(_ . ,-, -;#i a”~,;. :i, , ,, I!_)/ : ‘: 

12866 directs agencies 

alternatives and, when 
^I. 

that maximize net benefits (including potential economic; environme’ntaf ‘. i--J -” ” ‘Z’k. *““*’ ‘” ‘lb :, ,. 
._ _, , __ /” _ ‘$ * ‘.Q‘.<. +> ~:.i,,~&*& *,,:,&.. .<,, c,+*&& ‘%\ .>’ j ,.,i” <. ,,_ , ~,I “Ql. iii‘ ” “i ” ,: +“I,;\ ,.( I_.,h. . . ^‘ I. ,I ). ,.. . 

,:. * _ I :. j . ./ 
equity). The agency believes that this proposect rule is co~s~~~e~~~.~~~~ ale'.'. 

$i . ,_’ . . 
;-;.:;,"‘ .."“.,d:.,' '-. :j _." 

addition, the proposed rule is not. a ‘significant regulatory ad&n’ as defined -” 
, 
^ .,.. _;. 

by the Executive order and so is not subject 

order. 

The Regulatory Flexibility Act‘requires 
_- *, 
,, :” *’ f, :.’ (~ ;. *..: ‘22” *:,j”,- :, ~ 1) “.:.~‘,j+‘:‘.~;,: 1’ ,/jl /, S,li, .*.;a,<,g,+*;b __.,. ,-“*--. :-” ;:-:; :-:“‘&::, A.‘. LI > r+ 

options that would minimize any significant’ impact of”a”ruie” &‘-small entities. 
“V@“,” ., - “’ 

s -. . ‘. 
-Because this propased rule simply incorporates three existing FOf~‘z . -8 ‘i ‘S”. --. -.~**l’-“” ,‘:” ‘: -;‘.a’--, i : “’ 

_ ,iS,i ,I,., ,? .Y_, ,: : i) ., 
,.a-“w.*_j _. 

exemptions, the agency certifies that it will not have a~s‘ignif~cant econ’omic ’ “ ’ *. Y“’ “I ‘, 
..,I_ 

,” , ,- :: _/ -- ..;, ’ : ..“. ._ _ 2 .^ *. , ..,. \ IS ._./ ..~“” X,” :is m‘* YS, ; 
_; “j Ij.. ._.,,. 

impact on a substantial numberZof s.maJ, en$t$s. Th,ergfore, 
I.y,I,-9<<-, I) ..,.., “.“,//~““_ji/~/~~*~ _ I_‘ ..* *. ,* .,,^ ->!a. _. iF, I”., ,,“~) 

^. under the .” - _’ I~ :, , 
Regulatory Flexibility Act, no further analysisis required. 

_” ,. ,i !/ 
^ 

:, “_ ), .^. __ jil( *._ : _ -._ 

~. ..I, “.“.. “, Jo . . ,: .~; ~, _ :,+I’ n, ” ‘; / : iI -)? 

Section 202 of the Unfunded Mandates Reform P;ct:of’1~95’~~~~~ires that ‘*” -* 
: : ~,7 .*:I I.” _,a 

,. 1’ i ~,.“__, ,,- 
agencies assess anticipated costs and benefits before issun@ any ruie‘that may 

..il” I__ . . /,,, ,,.* a,., a . 
\_ r. ., .“.:;L: 5 “,_,^_.^. . -I ,,1 I ,,~ “..a* .&.1 .” .j* “.> i _ \ _ ,__ “,‘ ,,, : ;I , + : .$: J, 

result in expenditure in any one year by State, locai, or tribal governments’;* “‘--I* 
.~ L(.,.“_ ,--* ,,;_ I. jr- _() ” \ 

I “’ ~ i/ - .“: ,,.. 1* :, _ : ,, r. ,“_” <:+:, :*s,. .I /i,‘:.-“_ t:,>~ y _j i ,‘I s,/__ (“_^ :.“.:.. ~~~~.~~.;j~.: .:; 
in the aggregate, or by the private sector, of $100 r-&ion, adjusted a?@$[& ,, 



for inflation. As noted previously, we find t 

/ ;  , , , ._ 

I  ,)_ 

hat this proposed rule wo$d n.ot i._ : ’ ’ 11.. 
; _) .$I I:- 

“, I L. .i L 1 
have an effect of this magnitude on the economy. . . I. .j’ 
VI. Paperwork Reduction Act of 1995 

The :proposed rule contains no-collections ‘of in~~fmation..‘~herefore, ’ _ ,. . ~, *., I _ * _, __j * “.” (.r_ ..” _.)_ .(L .e;? &.‘:‘I ,e.. (, 

Reduction Act of 1995 is not required. 

VII. Comments ._ ‘i 

, 

” ,. , .- ,..L _._ ‘,, :II : 

,’ ., 

*  _ _.^ r ) ‘, “j ;,. :“,~ _ ,,<“““- _/(“/ I ̂ _. ,I I, ,,‘,. .: _ : /; ;.,A;:,>,Y j-*-;-4 ., 
Interested persons may submit to the Division of Dockets P&n,agement (see ; ., 

ADDRESSES) written or electronic comments regarding this document~‘Submit~ -1: ,,,, x . ., .__ .-. .) I., 
a single copy-of electronic comments or two paper copies of any Written _ r .,.. :-- 1 ,I : ̂ , . ,, “, _ _,: ‘ :a,_ I^ / : .I .A.. ‘I, I_ :, i ‘L‘ L I :: ‘, ,, ..: \, UC ,i:l),*. Ij*j_ 1,,_ “k ‘-:, :s::~ I_, j _ is”-!* 
comments, except that individuals may subm:it onep~~ercd~~~~~orn~~~ts are 

.I ;I. 5 ^_ (: I,“;, ,, 
_ ,,d. _ ” ,- -< . ._, ; ; ,1 *:. (_ i:,. “lu ,(. )’ 

to be identified with the docket number found’in ,brackets”in the heading ‘of”’ ’ ” _ ‘*.’ ” _ =._,; / “_ .._ ~-/.I” “; ;. ‘+. ,~.~. : -‘i .I” j 
this document and may be accompanied by a supporti‘ng~niemora’ri‘durri or ’ 
brief. Received comments may be && in the.r>ivision $f ,-j&-&-nra;l~&&~;~ .: -’ ’ 

between 9 a.m. and 4 p.m., Monday through Friday. 
.,_/,. ._ __.._ .^ : / _ .c. .: : 

( 2 __ .I , / _. I! ;, ,, -I-. _.,. : 
_“, .“̂ .’ “_/__.~ f : 

List of Subjects in 21 CFR Part 20 ^_- ,. ._ .‘ ,’ I I. .1. ,,.“- ,1 1_ .A 
E,’ ,: .~j ; _ .I .I -.,r. ,/ ,_ * . *.. ..: ,_ . ‘ :‘I’:, f”; ,” ,., .“., *., evl,- x ,T ;; : ‘; !I’ A; ‘~-1 _ 

” /: ._ ‘, 
Confidential business information., Courts; Freedom ‘of informaa~~cjn; ” 1 

: ,, .L 
/ 

Government employees. 
,- 

Therefore, under the Federal Food, Drug, and Cos;rietic~~~i‘~~d‘u~~~~r 
“j,, <,T).,,,$< ,, :, >_ ‘i .* , 

.^, “.( ,~; / _’ k ‘. ” 4 >’ ^ . _ _L j,:u_ Z’.’ 
authority delegated to the Commissioner of Food-and D’rugs, it is proposed ” .‘ 3. _; i _ .,- ” _’ ^ .,, 
that 21 CFR part 20 be amended as follows: 

\. 
e;&.,>.r;.:,-c.; ~. ,il. ,.“.,‘...’ ,T;~.,;- : .;& :“.,a- I I’ ., I...*: ^x-I-i,, i i .a t,c! -* .i, -- ,iil ” . ._ ‘- . , .: 

PART*LO--PUBC,C ,WF*Fil\naTlt)li;l,“ /, , : .__ _._ .( Ij :. :, .:.‘c .‘.Y ,f; Z.“ .: ‘. i ,‘_: ‘-_j .‘” .1: *. 
~ ._, ,. I , _ I_; /. : \ 

), ‘4 
1. The authority citation for part 20 continues to read& folh%s: “ _I’ ’ I, , ” “A’( “) ,, ./ t’ ., 



Authority: 5 U.S.C. 552; 18 U.S.C. 1905; l”9 U.S.C. 2531~2582‘; 21 U.S.C. 321- “. j ,a+ ._ ,* _/, . I i: * (,.. “Z(, i, ,“. ,, I . i’ ,.,,. _’ ,\ j . ;,e :, ..,. ,,, ., %1 : ,a, ,>3,;Y .” j,.. i II,~ :,-. ,(_ ., 
393, 1401-1403; 42 U.S.C. 241, 242, 242a, 2421, 24’2n, 24$,“262, k63,‘263b-~$$f~“264, 

( -” 
.i _. i_ _; L’ :.;*‘..,_ i ” :  / .  y  

265,3OOu-3OOu-.5,30Oaa-1. - .. - .. .I ” ;,‘ )_ 
,. ._ _. 1 

2. Section 20.65 is added to read as follows: 

8 20.65 National defense and foreign fiolicy. 

(a) Records or information may be withheld from public discksure if ihey 
.< ..,., ,, .” ., 

are: : I ,I , . .: , ,_. ,; i</, ., 
(1) Specifically authorized under crit&ia established by ati i%&ti&i~~~r&~ . . 

to be kept secret in the interest of national defen,Se or~~feign.pl~~~.ana :,i* “a.’ &*; -’ ‘.’ 

.- ..-.--. I,,,_,,,__ x .  I__j_z._-,* “,l-. ~*$^,#t%. .1 _, 1 c  ,  .~ 

(2) In fact properly classified under such Executive ‘order. ” 

(b) Reserved 

3. Section 20.66 is added to read as ftillows: 
: I ,‘, 

5 20.66 internal personnel rules and practides. 
I. .I :. 

’ .:I \ 
Records or information may be withheld from public disclosurc&~ey ’ ._ .~ j _ i,. ,.n >‘,V . . ” 

are related solely to the internal personnel rules and practices c;fthG kOod’&d ‘- ” “” 
I. ,” f’ ,. / a_ ‘_ ” -’ ‘/’ -.. Drug Administration (FDA). Under this exemption, FDk may &tGhokC&Lords -,: -” 

or information about routine internal agency practices and procedures. Under ,._.. / , ,.‘ ,__i_ _” ” 
this exemption, the agency may also withhold iritG%ai @ords~&h& r&&e ’ ._ 2 ,* , .- 

,” ’ 

would help s&me persons circum+etit the~iaw. 

4. Section 20.67 is added to read as’.follo&s: 1 I 
, . . 

$20.67 Records exe’irrpted by other Siaiiiiek. 
:  *._ ._ .  , .  .” 

Records or information may be withheld from p~~~~c~-aisd~~su‘re~~a statu& C 

specifically allows the Food and Drug Admifiistratlion (FDA) to- wi~@o’[d ‘8&k ” 4.; i,.I,...- ,i;- “_^ I 

: 7.’ 

: ,  ‘,!, :  

d. 

:_ 



only if it absolutely prohibits disclokn-e, 
i/ . . ,,_,“, 

decision on releasing material, or identif& particukr types of mzkte&~to be ! ‘_ ‘.. /, 1, 
withheld. _ 

Dated : 

[FR Dot. 04-????? Filed ??-??-04; 8:45 km] 


