
February 4,2002 

Du~~ments management Branch (~A-~~5) 
Fcx>d and Drug A~~n~s~at~u~ 
5630 Fishers Lane, Room IO60 
Ru~kv~llg, MD 20852 

Subject: Da&et: No. OOD-1538, Draft Guidance for Industry; EIectronie Records; Electronic Signatures, Validation; Federal 
ister September 24,200 I. 

The Audit Re~~sit~~ Center (ARC) is pleased to provide the comments on the Draft Guidance for Industry; Efectronic Records; 
~le~~~n~~ si es, Validation. ARC h-as been established to serve the FDA regulated industry, ~r~~d~~g s~bs~r~~t~~n services 
that ~~jI~~te the sharing of quality audit and organizationaf assessment ~nfurmat~un. This service is based in the PDA’s ~e~h~~~l 
Report -32; ‘“Auditing of Suppliers Providing Computer Products and Services for Regulated Pharmaceutical Operations’” and is 
prescribed as gaod engineering practice by the S&ware Engineering Instit&e. 

ARC supports the agency t&r ofi%ring guidance on the validation ofelectronic records and electronic s~~atures and recognizes the 
arn~~~t of effurt that went into this draft guidance. We also understand that it is nearly impossible to establish directional 
gu~da~~ that will meet eve~~ne~s objectives on an initial draft, especially on such a controversial and d~arni~a~~y changing 
subject as e-records and e- &matures. We trust that the Agency will use the constructive input we have provided to make this 
guidance useful to both the Agency and the Industry. 

c comments on the guidance are listed by section below: 

The term ‘system’ appears to be used in two contexts: I .) when des~~bi~g expectations for work Acfw process that involve 
people, actions and tools (te~hn~~u~) and 2.) when describing aut~mati~n~teehnology; i.e computer systems. 
~ec~rnme~dfft~o~~ Define the term kystem ’ if2 the glossivy and 21se it with d~st~~~is~i~g att~~~~t~s in the context of use, e.g. 
system~s~~wor~~~w], system(s)[technor. 

61.2 Sot3ware structural intqp%y 
The second bullet refers to a “reliable”’ supplier atidit, ft is urnclear what refiable means. 
~e~~mrne~dat~o~: Dqfifle ~e~~a~~e audit in terms such as ~o~~rrnat~o~ of coi?fomance to a so~~a~e quality system & sofbvaf-e 
~~~~&yc~e a~t~~~t~es. 

The words ‘Yrusted and ~~mpet~t third party’” is used. The words ‘trusted and competent” are could possibly be open to a wide 
range of i~tg~r~tati~n* e statement as written does not provide any expectations or criteria far qual~~~at~~n of auditors or 
meth~d~~u~ used to collect data or that would ensure the reIiabifity of data used. PDA technical report #32 provides all of these 
criteria and a methodology to ensure reliability of audit data. 



PDA’s Technical Report - No. 32 Auditing of Suppfiers Providing Computer Products and Services for Regulated ~ha~aceuti~l 
erations is not recognized. This work was a 2.5year effort with the Agency and FDA regulated e~mpanies to standardize on 

supplier auditing activities. The work was predicated on quafity systems practices advocated by PDA Technical Report -No. 18 
Validation of Computer-Rebated Systems, ISO, is referenced in GAMP 4 and other contemporary standards organi~atio~s~ and 
ca~abili~ assessments advocated by the Soflware ~ng~neer~g Institute (SET), Carnegie Mellon University. This program directly 
plugs into COTS Based Systems Engineering evaluation practices and is the subject of a Case Study eurrentfy under way with SE1 
and PDA. We fettrl the intent ofthis standard meets, item for item, the needs of both the FDA and Industry, relative to supplier 
audits, in the light of 2 1 CFR Part 11 prerequisites for computer system validation.. 
~ec~mmendat~o~: Add Reference to PDA Technical Report No. 32 

The IEEE standards ~o~~~~~o~ inctudes 10 12, IS0 12207, & 1465(which is an adoption of IS0 12 119). 
~e~ornrne~dat~~~~ Remove the reference to the generic colfecticv-z and add the appropriate actual IEEE standard. 

ACDM /PSI Computer Systems Validation in Clinical Research - A Practical Guide provides pertinent guidance. 
~e~urnrne~~ti~~: Add reference for ~~~~/~~~. 

ARC appreciates the oppo~ni~ to comment on the guidance. If you have any questions regarding our comments, or how we may 
assist you with further development of this guidance, please contact me. 

Harvey Greenawa~t 
President 


