
January 22, 2002 

C~nn~~t~~ut Avenue, NW. 
.C. 20036-4193 

ear 

altk you very mush for your December 19,200-l letter on 
al~ti~n on 21 C.F.R. Part 17. In your letter, the ~ndust~ 

ninety (90) day extension for the submission of comments 
Administrat~~n~s (FDA) dockets relating PO the draft Cuidan 

,F.R. Part 11; Efectronic Records; Electronic signatures Validation and 
lossary of Terms, This letter serves as FDA’s response to the l~dus~~ 

C~a~~t~~n’s req 

~~w~edges that many federal agencies, ~~~~ud~ng the F 
ments that relate to the concept of va~~dati~~ and the t 

d glossary. The agency also recognizes, to the extent that it is possible, 
Part ? 1 guidance documents should be consistent with the above- 

tioned documents. Therefore, FDA is eager to re 
meaningful comments as a part of the agency’s fo develop and issue 

guida~Ge documents relating to 21 CF. art Il. 

The original eriod for the draft Guidances for Industry 21 C.F,R. 
“f 4 ; Electroni Electronic signatures Validation and Glossary of Terms 

days. Pursuant to 21 C,F . IO. I I ~(g)(~~~ however 
II and other cQmmenters “ n ~Qrnment on any guid 

pite the fact that the comment period closed on 
does not intend to deviate from the goad guida~G~ 
e agency will continue ts accept ~~rnrne~ts from the 

commenters in accordance with the regulat~~ns~ 

~wever~ in light of the ~r~g~na~ XI-day GO 
nce documents describe 
rts in working towards finalizing the dr 



C~~s~~~e~t~y~ even though FDA will consider corn 
~c~rn~~~ 24”” by the Industry Cua~~t~~~ and other ts s~~rni~ed after 

not intend to grant any fomflal extensions to the menters, the agency 
S&day ~Qrnrne~t 

Director 
Office of ~~f~rGerne~t 

CC: 

does 



December 19,2UUX 

Docket No. OOD-1543 
Guidance for industry 2 I (CFR 
Part I 1; Electronic Records; 
EXectronic signatures 
Cfossary of Terms 

As these are the first Part I 1 guidance documents released for review, they have generated many ~orn~~ex 
~~est~ons and d~s~ussio~ points. The Coalition has been working to conso~~date these comments and to 
~oo~d~nate them in fight of current practices and available infu~at~on~ This has been a ~ha~~e~~gj~g task 
due to the many complex comments received from members. The Coalition working group has found that 
many existing documents and guidances, many of them developed by various federal agencies including 

ress the issues of va~~dat~on and glossaries of terms. We believe that the Part I I guidances 
s~~o~~d be ~o~s~stent with these existing doc~m~nts, where possible. In any case, these documents need to 
be reviewed and considered with the subject draft guidances. 

s to conclude that fair and meaning~~ comments on these draft g~~dan~e~ wilX require 
additional time. We believe that the additional time will allow for the most thoughtful and he~~f~~ 
~omrn~nts to be submi~ed, and will be beneficial to both the agency and tke industry. 

We Isok forward to your favorable consideration of this request. 

Sincerely, 


