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Draft Guidance ur Industry on Electronic Records; Electronic Signatures, Time

Su~~AR~: The Food and

guidance for in entitled %uidance for Industry, 2 f CFR Part I I ; Elec

leetronic S~g~atu~~s,  Time Stamps.‘”  The draft guidance describes the age~~y’s  cutout

on issues pert~ning  to the se of computer generated time stamps in computer systems subject

1 I) ~equ~re~ents~  to ensure that electronic records and efectronie s~g~a~res

compatible with FI>A’ s sibilities. The use of the

enerated time stamps is a requirement of p f 1 of title 21 of the Code  of Fe

~~g~lati~~s.

DATES: Submit written or electronic comments on the draft guidance by [imerd &I&Z 90 &ys ~~~~

in the F deral Re@ster]. Genera comments on agency guidance documents

ADURESSES:  szl

CmnpXiance  ~nf~~at~~n and

Lane, Roekville,  MD 20857.

requests for single copies of the draft guidance to the Division of

Quality Assurance (HFC-24Q), nforcement, 5600 Fishers

Send one serf-addressed adhesive label  to assist that o

ng your requests. S~b~t written comments on the draft guidance document to the Dockets

Management  Branc A-305), Food and Drug Ad~~istrati~~, 5630 ishers Lane, rxn. 1060,

oco1219



R~ckvil~e, 52. Submit electronic comments to http:~/www.fda,g

e S~~~~EME~TAR~  ~~F~R~AT~~~ section for elfeetxonic  access  to the raft guidance document.

TWER ~~FURMATI~~  CONTACT: Paul J. M&se, Office of Enfurrcement  (HFC-240), Fuod

~is~ati~n, 5600 Fishers Lane, Rockville, 3, e-mail:

A is announcing t e availability of a draft guidance entitle ance fur industry 21

Reco s; Electronic Signa~res~ Time Stamps.” In the Federal Register

34303, FDA published a regulation providing criteria under whit

the agency considers electronic records and electronic signatures to be stworthy, reliable, and

enerafly equivalent to paper records and handwri en signatures execute on paper (part 11) The

preamble to part 11 stated t at the agency anticipated issuing supplemental guidance documents

and would afford a f interested parties e opp~~ni~ to comment on draft guidance dQ~uments.

draft guidance ad resses issues pe~a~ning  to computer generate time stamps in computer

systems use ify, maintain, archive, retrieve, or ~ans~t electronic records and

requires persons subject to the regulation to

implement time stamps in audit trails and signature ma~festat~~ns, and the draft guidance is

o must meet this requirement; it may also assist FDA staff who apply

o persons subject to the regulation.

T’be  draft guidance provides s ecific ~nf~~ati~n on key principles and practices,

addresses some fr~~~en~~y  asked questions. However, it is not intende to cuver every

time stamps.

and it

aspect of

aft guidance is being issued consistent with FDA’s good guidance practices

10.115). This draft guidance, when finalized, will represent the agency’s ~u~ent

er generated time stamps used in computer systems subject to part 1 I. Et does



nut create 01: confer any rig ts for or on any person and does not operate to bind A or the

a~te~ativ~ ap ach may be used if such oath satisfies the re ements ~6 the

interested persons may submit to the Dockets M~ag~ment Branch (address

or electronic clients on the draft guidance. Two copies of any clients are to be s~b~tted,

except that in s may submit one copy. Comments are to be id~nt~~ed with the docket numbe

ackets in the heading of t is d~e~rne~t*  A copy of the draft g idanee and received

e for public e~a~na~~n  in the Dockets Management Branc
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