
much for your December 19,20 ehalf of the ~~dust~ 
C.F.R. Part 11. In y t-e 

ninety (9~) day extension for the su ts to the Foad 
Admi~istratiu~‘s (F~A) dockets rela 
C.F.R. Part 11; ~~ectro~jc Records; 
Elossary of Terms. This letter serv 
Coal~t~on~s request, 

The agency acknowledges that many federal agencies, j~~iud~ng the FDA have 
ed documents that relate to the concept of validation and the terms in the 

ed glossary. The agency also recognizes, to th 
Part 1 I guidance d~~u~e~ts should be consi 

~e~t~~~ed documents. Therefore, FRA is eager to receive c 
and meaningful Gomrn~~ts as a part of the agency’s e 
guidance docu ents relating to 21 C.F.R. Part Il. 

The original comment period for the draft Guidances for ~~dust~ 21 C.F 
I I ; ~~~~tro~i~ Records; Electronic signatures ~a~idat~o~ and Glossary o 

days. Pursuant to 2-l C.F.R. lU.l15(g)(~), however, the f 
n and other ~omme~ters “can corn ent on any guidance 

Y Therefore, despite the fact that the comment period dosed on 
r 24, 2001, FDA does noZ: intend to deviate from the good guidance 

practice ~egu~at~Q~s and the agency wilf continue to accept comments from t 
Coalition and other ~omrn~~ters in accordance with the regulations. 

However, in ~~gbt of the original g&-day corn 
fina e guidance dot ts described above, the ag 
to s its e8orts it7 wc3 towards finalizing the draft 
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hhn Pd. Taylor 
ffice of Enforcement ~~FC-2~~~ 

Office of ReguXatory Affairs 
Food and Drug Administratioll 
1350 I%card Drive 
~o~kv~~~e~ MD 2~~~~ 

December 19,200 I 

Dock& No. OOD-1538 
Guidance for ~ndust~ 2 1 CFR 
Part I I; Electronic 
Electronic signatures 
VaXidation 

Docket No. 00x)-1543 
Guidance for ~ndust~ 2 1 CFR 
Pati f f ; Electronic Records; 
Electronic Signatures 
Glossary of Twms 

The r~d~stry Coa~jtio~ on 2 t CFR Part 11 has been reviewing the dra ~~~d~~~~~~~ ~~d~s~~y 21 CFR 
rds; Ehxtrunic ~~~~~t~~~~ ~~~~~~t~~~ and Ghwary ~~~e~~~~ Based upon input 

ions, we respectfully request a W-day extension of the December 24,200 E 
deadline for submittafi of comments to this draft guidance. 

As these are the first Part 11 guidance documents released for review, they have generated many complex 
questions and discussion points. The Coalition has been wurking to consolidate these comments and to 
coordinate them in light of current practices and availabte ~nfo~at~on. This has been a ~ha~le~g~ng task 
due to the Mary complex comments received from members. The Coaiit~o~ working group has found that 
~~any existing documents and guidances, any of them developed by various federaf agencies including 

A, address the issues of validation and glossaries of terms. We b&eve that the Part I I gnida~ces 
should be consistent with these c&ring documents, where possible. In any case, these de~urn~~ts need to 
be reviewed and ~o~s~d~red with the subject draft: guidances. 

This leads us to conclude that fair and meaningful comments on these draft guidances will require 
additional time. We believe that the additional time will aflow for the must thoug 
comments to be submitted, and will be beneficial to both the agency and the industry. 

We look forward to your favorable consideration of this request. 

Sincerely, 

Chairman, Steering Committee 


