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SPECIAL REPORT: E-RECORD GUIDANCE
MAY ADD COMPLIANCE REQUIREMENTS

Thefourth of the FDA’ssix planned Part 11 guidancescovers
the agency’ sexpectations on the maintenance of e ectronic records.
The document identifiesnot only how el ectronic records should be
maintained, but al so spellsout therolesand responsibilities of spe-
cific personnel a your company.

Inthisspecia report, Part 11 Compliance Report asked
threeleading consultantsto walk usthrough the guidance and high-
light where changes occur and how they canimpact FDA-regul ated
drug and devicefirms.

Participatingin PCR'sexpert pand were: RitaGeiger, presi-
dent and chief executive officer of InfoStrength; Ty Mew, president
of Ofni Systems; and consultant and former FDA reviewer Joshua
Shalin.

The* Draft Guidancefor Industry, Electronic Records; Elec-
tronic Signatures, Maintenance of Electronic Records; Availability”
containssevera changesthat could make compliance moredifficult
for regulated firms, the expertsnoted. Ingenera, the requirements
aretougher than they had been intermsof standard operating pro-
cedure (SOP) demands, for example.

Changing Technology

“1t'snot surprising that alot of procedura el ementsarere-
quired,” Geiger said. “ Established quality proceduresthat are prop-
erly maintained and followed provide repeatability and accountabil -
ity for actions.” That also trand atesinto additiona costsintimeand
resourcesfor regulated firms, she added.

Mew said hewas heartened to seethat the guidance recog-

(See GUIDANCE, Page 2)
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GENOMICS FIRM INSTALLS NEW
PART 11-COMPLIANT SYSTEM

After arigorousthree-month search and tough
testing for threefindigts, Exdlixishasingalled itsnew
Part 11-compliant system. Kimberly Manhard, vice
president of regulatory affairs, said thegenomicsfirm
waslucky inthat it did not have any legacy systemsor
legacy datato wrestlewith.

Exelixisselected Livelink from OpenTextin
late June, bought it in July and completed thein-
stallation inthefinal weeks of August. The com-
pany will deploy its Part 11 system Sept. 30,
thereafter using it asthe official repository for al
mandated records, Manhard said.

Livelink isacollaboration and knowledge
management software system that includesreal -
time and asynchronous team collaboration, know!-
edge/document and records management, business
process automation, enterprise group scheduling
and information retrieval services.

“Welooked at three systems serioudy froma
drug devel opment, bioinformaticsand bibliomicsuser
standpoint, and Livelink wasthe best syssemfor al
threegroups,” Manhard said.

Exelixisput al threevendor findiststhrough tough
on-sitetesting, and Manhard said theracewasclose,
but OpenText —as opposed to another finalist,
Documentum —offered excellent out-of-the-box func-
tiondity that loweredingtallation costs. Infact, ingtala-
tion and validation of the |Q and OQ moduleswas
handl ed within two weeks, Manhard said, noting that
she’ d seeningtallationstake months.

Training I mportant

Manhardsaid ExdixiswentwithOpenText'sLiveink
becausethesysemiswel ladout andeasy tolearn. These
festuresweredemondrated duringasingle-day of trainingfor
thedozen Exdixissysemusars shesad. Eventhemorein-
tensethree-day training sessonfor thesubset of heavier sys-
temusarswent smoathly, shereported.

Industry observershavenoted that Livelink isbe-
coming apopular choicefor Part 11 compliance. Con-
sultant Debbie Fulton Egbert told Part 11 Compli-
ance Report earlier thismonth that one of her clients
also chosethat system (PCR, 9/4, Page 1).

Exelixisisagenomics-based company focused
on thediscovery and devel opment of innovative new
drugsfor cancer and other major human diseases.
Most of itsemployeesare engaged in research.
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PART 11-TYPE EXPECTATIONS
SPREADING, AUTHOR SAYS
The FDA’s Part 11 electronic records demands
have inspired other government officials
regulating different aspects of medical firms’ operations
to seek the same kind of standards, the lead
author of a new Part 11 compliance text said.
The Securities and Exchange Commission, the Department
of Labor and the Environmental Protection
Agency have begun to seek the same kind of operational
accountability when they look at a company’s financial or
personnel operations and recordkeeping, said George
Grigonis, lead author of the new “Good Electronic
Records Management” (GERM) book. The book is
Part 1 of the PDA-ISPE series on good practice and
compliance for electronic records and signatures.
GERM’s overarching philosophy, Grigonis
said, is that FDA-regulated firms should treat
the management of electronic information as a
business unit.
“You can’t have a double standard where you
manage your FDA-regulated data one way, and
then do your financial and personnel data in another,”
he said.
Companies that try to do so won’t be in a “defensible”
position when a judge in a financial or personnel-
(See GERM, Page 6)
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SAS SYSTEMS, from Page 10
Data Access) file, a capability available in SAS/Connect.
There are two ways to create transport files:
! By using the XPORT engine in a DATA step or
with PROC COPY; or
! Via CPORT and CIMPORT procedures.
Sharlin advocated the XPORT method. He said
it has more flexibility because it can move transport
files to earlier or later releases of SAS. However,
XPORT only supports members of type DATA. It
does not support members of type CATALOG.
Files can be copied between compatible hosts
and, if necessary, converted between releases of SAS
using PROC COPY and referencing Libnames that
use the appropriate engine (e.g., V604, V610, V612,
V8). In many situations, a version 8 program can access
version 6 SAS datasets with no code changes
and no data conversion.
Finally, Sharlin cautioned that user-written
formats may require special attention. These formats
contain codes that allow information in an
SAS dataset to be interpreted.
For example, a user-written format might create
codes to be used in a questionnaire (1=agree, 2=disagree,
3=no opinion, 4=did not understand question).
Without the format, anyone examining the SAS
dataset would not know the meaning of the 1, 2, 3
and 4. To convert user-written formats from release
6.04, 6.06 or 6.08 to SAS release 8.2, use the
CNTLOUT= option in PROC FORMAT (in releases
6.04, 6.06 or 6.08) and the CNTLIN= option in
PROC FORMAT in release 8.2.
The SAS procedure V5TOV6 (version 5 to
version 6) is required to convert version 5 user-written
formats to version 6. If a user-written format is
unavailable, the SAS datasets that referenced the
user-written format can still be read by employing the
NOFMTERR option.
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