
DATATRAK Comments 
Guidance for kdustry: 2$ CFR Part 9 f ; Electrcmic= Records; 

Electronic Signatxms Validation 
Draft Guidance - August 2001 

Dockets ~a~age~e~t Branch (HFA-305) 
Food and Drug Ad~~~istratiu~ 
5630 Fishers Lane, Rsom 1061 
Rockville, MD 20852 

Subject: 
o. 0054538: 5rafI Guidance for l~dust~; EfectroniG Records; ~~ect~~~~c 

Signatures - Validation 
Contents on: Audit Trail fun~tio~a~~ty in electronic data collec=tion systems. 

Dear Sir or Madam: 

5ATAT~K Inte~nat~Qna~ tnc appreciates the ~pp~~u~ity ta review and comment on 
F5A Guidance on Validation- We understand that this process is extremely 
i~~~~ant and required to assist industry in complying with Federa Regulatj~~s, fiNe 
have reviewed the draft Guidance dmmnent In detail and are submitting specific 
comments, which are contained in the attached table. 

so s~b~~tt~~g comments and ~~s~t~~~ statements respec ly far 
Zion in the drafting and/or revision of future regulations in CFRPart11, 
y pertaining to Audit Trail fu~ct~~~al~ty in electronic data coilectian systems. 

Please contact me with any questions regarding these corn 

Sinqerety, 

“Sudhir Achar 
Director, Quality Assurance 
216-921-6505 X (235) 
e-mail: s~dh~r~aehar~datat~aknet-cog 
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DATATRAK Comments 
Guidance for Industry: 2if CFR Part 4 1; Etectronic Records; Electranicr;: $i~~~t~r~~ Vaiidatb? 

Draft Guidance - August 2001 
Docket No. 

5.4.2 

and Function testing, 

envmnrnen 

;oftware 
‘esting should 
xlude 

?-oposed Change: Logically, the Program BuSId Test should occur before 
+ Bullet point Structural Testing. Fun&ional Testing occurs after the 

build testing (UnitA-nodule Structural testing. 
testing) 

e Bullet Point ##2 Structural 
Testing, 

l Bullet Point #3 Functional 
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DAT’ATRAK Commants I 

Proposed Change 

the following as appropriate. 

should obtain a copy of the 
develaper’s Requirement 
Specifications for comparison.” 

S~~are/~ardware development requirement specifications 
are generally highly proprietary since most Requirement 
Specifications contain features comprising the foundation for 
future f~atures/pruducts and platforms, making it highly 

Structural Integrity by performing 
the following tasks as appropriate. 

206-207 Proposed Change: Agency Statement should be expanded with more detail. 
recognizes the expanding role of 
the internet in the context of part 
II. 
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application hosted on a validated server over the Internet. 


