
Ma.y 1.2, 2004 

Dockets Mam,agm.ezxt Branch. (HFA-305) 
Food. and Dm.g Ad,ministrati.on. 
5630 Fishms Lane, Room I. 06 1 
Roclwi.lle, MD 21)%52 

Re: Docket ND. 2004&0133 
Ek&rQnic Record.; ~~.ectmli.c Sigmtms; ~lJ.b~k bfeeiing 
[Federal Register Volume 69, NQ. 68, page 18591-18593, April. 8, 2004r,] 

Dear Si.r/M,adam: 

We offer th.e fol1.owin.g com,n.enl;s for you.r consid.era.tion.. 

Rceom.mend.al%on.: Ye6. We suggest that part 1.1 $a m&d. $0 i.m.plem.mt the n,anmw 
inter.pretati,on d,escti.bed, in. thg guidmca 

Recommead.atEnn ; We mggmt iacludiag a, staterneat of pred.iaata m1.e and pmvid,ing a 
13i&-level, speci.fi,c exampt~ i.a the gubnce. 



l”lXI.lC LUUY 13:u1 YUU L51 5LD3 gs10u r.uvJ/uuo 

lv,B,l,: ‘I.,, #fe am interested h  connents on  whether there are nthr weeas Q fpati 11  
that shidd incorporate the cmcept of a  r;tskhased qmach, detailed h he part 11 
guidmce {e.g., those tbai require operational system and devke check@. ‘* 

Recommmd.dha;  We suggest that FDA &oul.d not Ihit the me of Risk Based 
Approach f$J3A). 0qp.nizatioon.s sh.ol~l.d, be sJl.l.owed to apply tlzeir t isk-based approach to 
any am5 ofpart 1.t. 

J.v.R.3: I0 ,..Shnr~ld t!m  requirenren$s for ek!C%Qdc resort6 srdbmitted to FDA be separate 
from electronic r txmds maintained to satisfy pvedicate rule requiremernts? ” 

J&ecommead,at ion.:  No. W iz suggest tia.t Rl3A shoti,d. be u.scd, lxm as wr4:l.l. and. th.a.t 
appropriate inf.etegrity is requhci.. 

rv.B.4.: ” ,..Sholn1d part I I con~!irtue to d@erentjate hetwse~ open qrsrem and closed 
systems? . . . ” 

Itecnmmc!n.d,a.tida: M O . We  suggest Q ta~ a stixtem,mt toul,d be added in, tJ.xe e-record 
secti,on, with respect to e.dd,itional controts hr the system where the company does not 
control the access to th.c o-record and, th,at RBA should be used to d&em-&e the aatur&+ 
and. extentv of~on.trols, 

Rceommenda.t inn.:  Yes, we mggest that not nl.l. predicate regv1aGon.s have qeci,t,c 
requiremen.b for vali.dati.on. systems of bmdhg e-records, 

wJ3,4,2: ‘I, ..Are there any reMed predicate rub rcqyirenae&~ that yQU believe are 
necessary lo preserve the content and meat&g of records w&/z reqnwt to record copyhg 
and rmwd retention? IVmt requlreme~ts would presewe record seczwity and intcgri@ 
and ensure that record-v are suitable for hspectioan, revhw. and copying record 
retentioon?” 



*~/au r.uurl/uuo 

Rewmmrsndation : No, this is tcm sprx2k. We suggest reXi&l,y detennhing the 
saq,umce of mends that im,pac@ record integrity, authenticity, m ti. mdisbil,i~y. Tlds sl~ou~d. 
be based ca RBA. 

Reenmm.endation: No, &he cwmnt woniing is 5.n.e as is. Con.xO1.s musl. be ~propti.al.e 
fk~r the docummtation. and. risk i.t introduces to the ral.ia,biJity ~fthe system.. 

‘Recommsn,dation: Yes, we suggest that thJ.6 is partimlarly important for s-si.e;na.twes. 
We su,ggest fku,si.ng on. ensuring that th.e signature i,s a;llfhen.ti,o md. rekb2e, IJI. add~hion, 
we suggest that a securi.ty i,nvesli.g&~on f’dow-up sh,ouEd. be RJ3A based.. Contmls am 
n,ecessary and. are fine as stated. 

Reconm.cend.al:bn.: We suggest that economic rmifkan;ions depend. on. the nature of tlxe 
ravi,si,on I33 part J. 1. If rrmiskms lmconm more prescriptive, tb.txe coufd. be a. Iazgc 
economi.c hpact. Tf revishs are more general, neutrs.l or cost savi,ngs could. potentially 
be a,ch.ieved,. 

Recom.mer;l.datinn: Yes, we mggest that i~fprediicate nz1.e is silmt, tbm a positive cbmge 
woul.d be I-B indicate th,e directian to be taken. (e-g., user access files are not predicate ru.le 
requirmmts, however they show a, th.a;t; 3~. iad,ivid~ual was ankhnrized, at a, &en. point in 
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Recommeudat~on:  Ws suggt~st that part I 1 ad.ds mo lte contm1.s and pmcriptive 
rqu.ircm~t,s that offer little or no vaJs.e i,n assuring com,pknce beyond what is 
i%i!CX%aq. 

Recommend.ation,:  If this qpestioa refers to m .&ods, then we suggest tl1.a.t FLEA would 
be an ef%cl:ivc td. II? Ihe qyesti.oon relates to p~~o:ocess or m .elhod.ology, then. we suggest 
that the Ieve? of d.&a.il. is too low. FWhr, we su.gges!sl: !&a# a nqpIa,tion. shcmld~ in.d.icate 
wha.t, sot how, ID aHow the wl.dest ~ossibl,e use of tools. 

Recommmd.a.t fon~: W e  suggest keepieg the discslssion in the guidance. W e  beliov~ &,at 
the use o.E tislc m itiga.tj.on. and, a,pxopti.ate con,trol.s is th.e conect qproach. to el,im ,in.ale 
con.cerns mgardin,g legacy systems. 

Iv.D.7: “,%nu~d part 11 address record conversion? ” 

Recommendal ion : Yes, we su.ggesl: that part 13. address record co~~~ersi.on. for: record. 
a,vailabl:Ji~y an.d, htqgity i,n order to meet predicate m .l,e req,u.kements. We  suggest khat 
nsccssmy controls should be detemhed. using RBA. 

Recammeadatbra:  ETo, we su.ggest tb.at a, reguhtion based on. fimd ,,asnen.ta,ls is key and, 
changes in. techn~l.ol~, should, not be a, cm,se 5.x retisi.on., We  mggesf focusing on the 
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Simrel.y, 



200 Crw&ng Rkd., P.Q. Box 6390, Rrid,gewater, NJ 0&~07-0~90, UsA 

lux 
e 

To: 

Dackcts Ms,us.gamcnC Branch (IWA-305) 

Fm~d md. Drag Administrrtina 

5630 Fhd~.~rs Lam, Room lO6X 

Rac;JwJJltc, MD HJR52 

Fax phone: (301) 827-6870 

Dear Sir/Madam :: 

[f yOU ll,a.Ve my qW3stion. regarding this fiwsimilo, pkase contact me $.t (9ClS) 304-6544. 

Si.ac:erely, 

m 

l?rom: Cwale Am Cartirw~ ,~ 

Haone: [SOf$j X4-6544 

Fax &m: +I. IpO$) 23 I. -3265 


