
Dockets management Branch ~HFA-~~~~ 
Food and Drug Adm~n~strat~~n 
5630 Fishers Lane (Room 1060) 
Ruckvilfe 
Ml2 20852 
USA 

Dear ~ir~~adam 

~~a~~~~~th~~i~~ a research-based ~~arma~~ut~eaJ company is engaged in the discovery, 
d~v~~~pment, manufacture, and sale of pharma~uti~a~ products. We welcome the upp~~~n~t~ 
to submit ~umments on aspects of the Draft Guidance. 

It is suggested that rather than publish a separate document the Computer validation 
guidance euvered in this Draft document might be be&s- p~s~t~~n~d as an update to the 
f=IDAs existing ~~nsp~~t~~n of ~~rnp~t~rjs~d Systems Used in Drug Processing’ 
pub~~s~~d in 1983. There appears tu be no changes to basic FDA computer validation 
requirements whether or not Part II is involved. A single source of reference for FDA 
computer va~idat~~~ guidance would promote c=unsistwwy and avoid those seeking 
advice on dumpster validation having to search rnuJt~p~~ FDA guidance documents. 

The current Draft Guidance seems to place emphasis on initiaf validation af ~mputer 
systems. It is suggested the description uf validation requirements be extended to 
provide details of expected up~rat~u~a~ controls tu maintain val~dat~un during use of a 
computer system. Topics to cov~3r might include srtcurity access, change ciontraf, 
backups, arch~ving~ and training. 

3) It is suggested that the topic of val~datj~g hybrid sulutiuns (the i~t~gratiun of procedural 
controls and sfectrunic records, such as print and sign) should be occluded far legacy 
systems. This is key guidance because current tec;hnical limitations will prevent full 
elactronic compliance with Pati 11 fur many systems. ft may take a number of years 
until suitable system upgrades bec~mrt availably frum vendors to fa-cilitate fult ~~ectr~~i~ 
~~rnp~ian~~ with Pat-8 1 I raqu~r~m~nts. 



If Dynamic Testing as presented in Ssctiun 5.4 is nut ruulinely used nomenclature in uLirr 
axperience and it is suggested that perhaps unit testing, integration testing, and 
s~~t~~s testing wuufd be bttair used. It should be recognised however that the terms 
unit te$i.ng and ~~t~grat~un testing may nut be readily appkable to some Prugrammabl~ 
Logic Contrailers (PLCs) and laboratory ~~strurn~ntat~~n where there are na units of 
code to test or jnt~grat~ rather the software exists as single entity. In addit~un it is nut 
clear whether ths lack of any r@ferErnce to the rule of lnsta~lat~un Q~a~~f~~at~un~ Operation 
Qua~i~~cat~u~~ and P~~u~rnan~ Qua~if~eat~~n fur computer systems is intentiunal ur nut. 

fn Section 54.3 fu~he~ d~f~~~t~~~ and examples of what is meant by unquantifiable test 
rest&s” wuuld also be useful, It is suggested that tests results can be based on disrrrete 
and repeatable ubservatiuns as well as def~n~t~v~ data values and physical system 
uutputs. 

Section 6. I G~mm~r~ial~ U~~~h~~She~f Suftwar@ tackles a very jmpu~ant asped of 
modern ~urnp~t~r systems. ~esp~ke~~ust~m dev~~uprn~nt is much less cummun now 
compared to integrating c~nfi~urab~~ COTS products. There is a built in dependency on 
supplier du~~m~ntat~u~ and pr;rctices fur COTS prud~~t~ suma uf the suppliers of which 
will only have a smafi p~~~~~tage uf sales into the ~harma~~uti~~ industry. ft may rout 
be feasible in sum8 ~~sta~~~s to ac1cass all life cycle du~um~nts fur standard CUTS 
su~war~ pruducts. It is suggested that the dj~er~n~~s fur user va~~dat~un of custum 
(bespoke) software and CUTS software be described in more detail perhaps with 
reference tu supplier audits. Specific uppu~u~it~~s to reduce usw validation such as nut 
du~~~~at~~g sup~~~~~ funetiunal testing of unaltered standard fun~t~una~~t~ could be 
discussed where reliance can be plaeed in supplier practices and du~~mentat~un” 

Further review of web-based app~~catiuns in Section 6.2 to include the intranet as well 
as the intern& wuufd be useful especially if FDA have any different ex~~tat~uns 
regarding va~~datju~ uf such app~j~at~uns~ It is nut clear whether the fa& uf any 
reference to the role uf Upen and Closed Systems is intentional or not. 

WEI appreciate the uppu~~n~t~ to fulgent. Thank yuu for your uuns~da~at~un~ 

Sincerely ’ 

Dr Guy Wingate 
Director, Global Computer ~al~datiu~ 


