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Public Information Regulations; Companion Document to’ Dlrecti‘:snﬁlﬁule )

ACTION: Proposed rule.

SUMMARY: The Food and Drug Administration (FDA) is proposing to amend

its public information regulations to implement more c(omprehén%;jyeiy the ) '
exemptions contained in the Freedom of Information Act (FOIA). This action
incorporates exemptions one, two, and three of FOIA into FDA’s public

information regulations. Exemption one applies to information that is classified

in the interest of national defense or foreign policy. Exemption two applies L

to records that are related solely to an agency’s internal personnelrules and

practices. Exemption three incorporates the various not!di’is,d@!l«?e;iréﬁ Slons :
that are contained in other Federal statutes. This pr’opo\seﬁwd rulels a compamon N -
to the direct final final rule published elsewhere in this issue of the Federal =~
Register. T
DATES: Submit written or electronic comments by [insert date 75 dﬂys a ftef
date of publication in the Federal Register]. V D
ADDRESSES: You may submit comments, identified by [DOCk:e\ti N02004N—— >,
0214], by any of the following methods: B

Federal eRulemaking Portal: hitp://www.regulations.gov. Followthe T

instructions for submitting comments.
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Agency Web site: http://www. fda.gov/do}cketsy/e’cé’fﬁ{ﬁgq;é(.\»:I'i oHowthe /

instructions for submitﬁng comments on the agency ’Wébwéﬂitéf‘ o

E-mail: fdadockets@oc.fda.gov. Include [Docket No 2004N—0214] in the T

W

subject line of your e-mail message.

FAX: 301-827-6870.

Mail/Hand delivery/Courier [For paper, disk, or CDROMsubmlsSIons] o e

Division of Dockets Management, 5630 F iswhkejlj§, Lane,’ m. 1061ROCkV1H€MD

20852,

Instructions: All submissions received must include the agency name and ‘

Docket No. 2004N—-0214 for this rulemaking. All comments received willbe =T

posted without change to http://www.fda. gov/dockets/ecomments 1nclud1ng
any personal information prov1ded For detailed 1nstruct10ns on submlttmg
comments and additional mformatmn on the ru]emakmg process ‘see the
“Comments” heading of the SUPPLEMENTARY INFORMATION sect;qg Qf thls
document.

Docket: For access to the docket to readbackground documentsor
comments received, go to http://WW_w.fda.gov/dockets/ec_omme’nts; and/orthe f
Division of Dockets Management, 5630 Fishers Lane, rm. 1063,’ Rd'blii\;fi:ﬁé‘; MD

20852.

FOR FURTHER INFORMATION CONTACT: Betty B. Dorsey, D’iyié‘i“bfﬁjaf Freedomof o

R S o T T el gk i b b g :(a‘n;;*«\:@t%\”‘!” ‘;\rggnw) ¢<;§:f'wnv%,rﬁ :»w,wzg;w‘,@m«m S »1 A A “'* NSRS
Information (HFI-35), Food and Drug Administration, 5600 Fishers Lane,

Rockville, MD 20857, 301-827—6567.
SUPPLEMENTARY INFORMATION: =~

I. Background

This proposed rule is a companion to the direct finalgfﬁie pubhshed m o

the final rules section of this issue of the Federal Register. The companion =~~~ =



proposed rule and the direct final rule are substantlvely 1dent1cal Thls T
companion proposed rule will provide the procedural framework to fmahze
the rule in the event the direct final rule receives srgnlﬁcant adverse comment -
and is withdrawn. The comment period for the companion propo‘sed rule runs
concurrently with the comment period of the ‘dlrect final rule. AD}"COTHI}?IQDPS f |
received under the companion proposed rule will be treat_ed as c:ornrne’nts k
regarding the direct final rule. FDA is publishing the dlrectwflnalrulebecause
the rule contains noncontroversial changes, and the agency anti\cii)ates‘t(]}at ‘itdf

will receive no significant adverse comments. A detailed’dis‘cnss\ion of \ﬂiis' ru]e |

is set forth in the preamble of the direct final rule. If no srgmflcant adverse

comment is received in response to the direct final rule no ‘further & action wﬂl
be taken related to this proposed rule. Instead, FDA wdl pubhsh a confmnatlon o

document before the date of the dlrect flna] rule to conflrm tfle effetlve date T

of the direct final rule. If FDA receives 31gn1f1cant adverse comments V\;the o
agency will withdraw the direct flna] rule FDA w1ll proceed to CODSldeI‘ alI

of the comments received using the usual notlce—and-comment procedures.

FDA is proposing to amend its pubhc 1nformat10n regulatlons to

incorporate exemptions one, two, and three of F OIA (5 U S.C. 5"“ 2) FOIA

N
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provides that all Federal agency records shall be made avallab]e to the pubhc

upon request, except to the extent those records are protected from pubhc o
disclosure by one .of nme exemptlons (5 U S C 552(b)) or one of three spec1al
law enforcement record exclusions (5 U.S.C. 552(0)) FDA onglnally 1ssued 1ts
public information regulations implementing FOIA 1n 1974 As noted at the :
time, FDA’s 1974 regulations explicitly addressed four of the nine FOIA “ |

exemptions that were then perceived to be of particular importance to the

agency, those relating to trade secrets, internal memoranda, personal privacy,




and investigatory files (39 FR 44602, December 24,419(’”/'4) FDAnowfmds it
necessary to address exemption one (5 U.S.C. 552(b)(1»))‘, given the Presrdent’s
designation of the Secretary of Health and Human Services to classify
information under Executive Order 12958 (66 FR 643457“ Dé’céﬁqbér' 1?2K 2001) B
Because exemption two (5 U.S. C 552(b)(2)) apphes to ‘among other types of |
records internal matters whose dlsc]osure wou]d rrsk c1rcumvent10n of a legal N
requ1rement this exemption is of fundamental rmportance to homeland -
security in light of recent terrorism events and heightened security awareness.
In additien, FDA now finds that exemption three (5 U.S.C. 552(b](/3)),'tgvhizch o
incorporates the various nondisclosure provisions that;arey contamedmother |

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

FDA is proposing to amend subpart D of its public information regulatlons o “ .

in 21 CFR part 20 to incorporate these three exemptions.

II1. Environmental Impact

The agency has determined under 21 CFR 25. 30(h) and (1) that thls actlon “A o |

is of a type that does not individually or cumulatlvely have a srgnrflcant effect ﬁ

on the human environment. Therefore nerther an envrronmental assessment

nor an environmental impact statement is required.

- IV. Federalism

FDA has analyzed this proposed rule in accordance W1th the prmmples T

set forth in Executive Order 13132. F DA has determmed that the rule does (

not contain policies that have substantial direct effects on the States on the o H
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relationship between the National Government and the States or on the \

distribution of power and responsibilities among the varlous levels of
government. Accordingly, the agency has concluded that the rule does not -

contain policies that have federalism nnphcatlons as defmed m the Executlve
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Order and, consequently, a federalism summary imp”aét.statenrent: 1snot :\A o
required. B o o o
V. Analysis of Impacts

FDA has examined the impacts of the proposed rule under Exeoutlve H

Order 12866 and the Regulatory Flex1b1]1ty Act (5U.S. C 601 612) and fhe ”

Unfunded Mandates Reform Act of 1995 (Public Law 1Q4—-4). Ex\eputiveﬂOrder; :'

12866 directs agencies to assess all costs and beneﬁts of avallable regulatory
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alternatives and, when regulatlon is necessary, to select regulatory 3ppro aChes p e

that maximize net benefits (including po tentral econonnw environmen

public health and safety, and other a'\dvant‘a/‘gesi'di*‘s‘tfihﬁllye impacts an .

equity). The agency believes that this prbpasaa rule 1s Con51stentw1th th

regulatory philosophy and prlnmples 1dent1f1ed in the Executlve order In

addition, the proposed rule is not a significant regulatory actlon as defmed

by the Executive order and so is not subject to review under the Exeoutiye e e

order.

Bl B

The Regulatory Flexibility Act requires agencies to’ analyze regulatory

options that would minimize any srgnlflcant impact of 5 a rule on small entltles

Because this proposed rule simply incorporates threeezgrst}ng F OIA R

exemptions, the agency certifies that it will not have a“s“ignifi‘caﬁtjé‘cpnaﬁ‘iig‘ o

impact on a substantial number of small entities. Therefore under the
Regulatory Flexrblhty Act, no further analy51s is requlred R
Section 202 of the Unfunded Mandates Reform Aot of 1995 requlres that

agencies assess anticipated costs and benefits before 1ssu1ng any rule that may

result in expenditure in any one year by State, local, or trlbal governments

in the aggregate, or by the private sector, of $100 million, adjusted annually
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for inflation. As noted previously, we find that this pro‘posed‘ rule would not
have an effect of this magnitude on the economy. | N
VI. Paperwork Reduction Act of 1995

The proposed rule contains no.collections of information. 'Th"‘éféfo}é .
clearance by the Office of Management and Budget ‘under the Paperwork e
Reduction Act of 1995 is not required. : |

VII. Comments

Interested persons may submit to the Di?ision of DocketsManagement(see S
ADDRESSES) written or electronic comments regarding t |
a single copy of electronic comments or two paper Coples of any ertten /
comments, except that individuals may submit one paper copy Comments are - e
to be identified with the docket number found in brackets in the headlng of o
this document and may be acoompanled by a supporting memorandum or
brief. Received comments may be seen in ‘the‘”Divi;sion of DocketsManagement

between 9 a.m. and 4 p.m., Monday through Friday.

List of Subjects in 21 CFR Part 20

Confidential business information, Courts, Freedom of information, -
Government employees. | |

Therefore, under the Federal Food, Drug, and Cosmetlc Act and under SR
authority delegated to the Commlssmner of Food and Drugs 1t is proposed

that 21 CFR part 20 be amended as follows:

PART 20—PUBLIC INFORMATION =~~~

1. The authority citation for part 20 continues to read as follows:
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393, 1401-1403;

265, 300u~-300u~5, 300aa—-1.
2. Section 20.65 is added to read as follows:
§20.65  National defense and foreign policy.

(a) Records or information may be withheld from public disclosure if they

(1) Specifically authorized under criteria es’rablished by an Exe’éﬁti\?é”’iii:&‘éf ‘ ”

to be kept secret in the interest of nﬁetiorralrdefen)se orforelgnpohcy and S
(2) In fact properly classified under such Executive "order. | '
(b) Reserved V - - o ,i . .

3. Section 20.66 is added to read as follows:
§20.66 Internal personnel rules and practices.
Records or information may be withheld from public disclos'dreikf they B

are related solely to the internal personnel rules and practices of :'t’(he Foodand

Drug Administration (FDA). Under this exemption, FD?\ mayW1thho]drecords R
or information about routine 1nternal agency practlces and procedures Under - | -

this exemption, the agency may also Wlthhold 1nternal records Whose release
would help some persons circumvent the/]aw. """""" T
4. Section 20.67 is added to read as follows:
§20.67  Records exempted by other statutes. | |
Records or information may be withheld from public disclosure if a statute

specifically allows the Food and Drug Admlmstratlon (FDA) to Wlthhold them

FDA may use another statute to justify withholding records and 1nforma ion : |
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only if it absolutely prohibits disclosure, sets forth crft‘ei‘iéﬂ':tfd;géﬁ}iaé our

decision on releasing material, or id‘entyif’iés particuléry’iypes of mattersto be
withheld. ] U

Dated: & / 7—-3//[7/?

August 2@& 2064.
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Asédistant Commissioner for Policy. )
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