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W Pariii- Agenia
ﬁI.. = The Past

| _
ﬂI. Interpretations

~ = The Present

< Issuance of Draft guidance
.. : :::'r‘:&amnl:: previous Guidance

ﬁ — Enforcement discretion
ﬁ? = |(?l:lll‘l}lllllll%ll eniorcement of all other elements ofithe
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I. Part 11 - The Past
. + Effective August 20,1997

ﬂ|. » Originaliintention was:

~ Topermitiiie wiest USe. ol efectronic Iecinoiogy

. compatnie with roA s responsisiiity 1o promole,
. and protect pugiic near. Ine.use orelectronic.

ﬁ“ recordas as wellas el suamission o roars

voruniary
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I. part 11- The Past (Gontinuerl}

ﬁl. = Prohiems al_lll iSSlIBS

— Canunnecessarily’ restrict the tse of elecironic
tecihnology

— Sigminicantiyincrease the.costs of comphance to
an extent not contempiaterl atthe time the ruie was
frante

— Discourages mnovation andiechnical advances
without providing a significant publichealth
peneiit




N,
Wy Fartil-ineFresent

ﬁ »
I. + Draft guidance issued Febiruary, 2003

ﬁ Part 11 guiance: electronic records; eleclronic
l SIgnatres - scope and apphication

ﬂ < Part of the GMPs forthe 2ist centiry initiative
‘ + Preliminary feedbackis VeryFavoralile

= Gomments are strongly requestet tohelpus
.. fetermine where admuonal clarinication|is

<
ﬁ needed
n
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%\ Partii-The Present (Continued)
ﬁI‘. - Withdrawal of Part 11 Compliance Policy
ﬁl. Guide [CPG)and previous draft g“idal_lﬂﬂ
e 3.':;:3,'.'{?.?3;;:33 e .'ef:'_::ﬂ oresorls
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ﬁ.. Glossaryof terms
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Jl: part 11- The Present (Continuet)
::‘. + Concepts:

Predicaterule

Requirements set forth in the Act, the PHS Act, or
any FDA regulation, withthe exception of Part 11

Enforcement discretion

FDA will net nermally take regulatoery action with

N
ﬁn. certain requirements of Part 11



- part11-The Present (Gontinuen)

b
.

Proposed Part 11 Approach

Determine Predicate Rule Requirements

Narrow Scope - Identify Electronic Records that Require Part 11 Compliance

|
Not Part 11 Records

Part 11 Records
Assess Risk - Evaluate Level of Controls
Appropriate to Risk

Implement Appropriate Part 11 Controls
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Wy Pariii-The FresentiContinued)

ﬁI‘. + Narrow the scone of Part 11
ﬁl. Part 11 ONL¥anplies 1o
ﬂ

~ — Electronicrecoris requiret hy predicate rules

— Electronic signatures thata company plansito use
inlien of paper-hased signatures when those
.. signatures are required hy predicate rules

— Electronicrecords submittertothe FDA

<
ﬁ e.g. NDAs & ANDAS
n
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Wy Partil-The FresentiGontnuedl

ﬁI.. » New approach-narrow e scope

ﬂl. Il the computer systemis merelymcitdental
to creation ol paper-

4.. Part 11 doesnotapply

ﬁ
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Wy Pariii-The FresentiContinued)

ﬁl‘i + New anproach - utilize a risk baser
anproach

ﬁl. Determine ‘critical’ electronicidata asper
ﬂ~ predicate rules
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N\ Part1i-The Present (Continue)
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Data used to make Intermediate versions
guality decisions (e, of SOPs
~ critical control points;
< batch release data)

Q
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Wy Partil-The FresentiGontnuedl

ﬁl‘. = NEeW approach - eniorcement discretion

ﬂl. Utilize enforcement discretion and not
~ 'II(II_'IIIﬂ“V' ake regplatom actiontoeniorce
4. oifive Part 11 requirements
\
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Wy Partil-The FresentiGontnuedl

ﬁI. :IGW i!lllll'l:li;ﬂll - eniorcement discretion

- Must comply with predicate rule(s)

- [i'none; the decision onand extent of valitation be
pasefon riskassessment/proguct quality/
safety/record integrity
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%\ Partii-The Present (Continued)

N conuet)

Audittrails
— Consider pregicate ruleLs)

— Based onarisk'assessment
— Determine need oralternative controls
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Wy Partil-The FresentiGontnuedl

ﬁI. :IGW i!lllll'l:li;ﬂll - eniorcement discretion

Legacy sysiems
- Must complywith predicate rulesis)

— For systems prior.10 8/20/97 enforcement
giscretion’for comphance with Part 11

— For'systems since 8/20/917 Part 11 applies perthis
guidance



N

Wy Partil-The FresentiGontnuedl

ﬁI. :IGW i!lllll'l:li;ﬂll - eniorcement discretion

Gopies ol recoris
- Must comply with predicate rulesis]
- Supply copies inreasonahle form(e.g: POF)

- Stpply copies tothe Agency compatible with the
firms (e.g. Same ability to)search, sort, anil trend)
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Wy Partil-The FresentiGontnuedl

ﬁI. :lew qnnrt:la;ch - regulatory discretion

Record retention
- Must complywith predicate rulesis)

- Justiied anddocumentenrisk assessment (value
ol recorils over time)

- Allows for the migration tonon-electronic metia
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Wy Fartii-The FresentiGontinued)

I. = What remains of Part 11 thatwill e enforced?

E-sSignature refqurements
— Signature/record linking requirements

— Written policies that hold individuals accountable and
responsible for actions initiated under their electronic
signatures
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Wy Partii-TheFresentiContinued)

ﬁ ®
I + What remains of Part 11 that will he enforced 2
ﬁl [continued]

« systemdocumentationconwols)

4: Authority and device check controls
. cop!rols for the protection of records [illl:lll(lill_!l the
ﬁ“ :I;I‘I::::!:I;lll generate accurate and complete copies of

L'
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Wy Pariii-The FresentiContinued)

ﬁ ®
I + What remains of Part 11 that will he enforced 2
ﬁ [continued]

Gontrols for authenticity, integrity, and confidentiality

Anpropriate encryption and digital signature
standards




N

Wy Pariii-The FresentiContinued)

:I. = FOA Internal ORA - Genter Training
I. ﬁ:‘I:::Iegs' g:llgu:tl:::;merence with Field

+ May16, 2003 DIA CDER - Live Drug Quahty
Regulation for the 21st Century
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Wy Fartii=Thekitire

I‘. + Nextsteps

Finalize Part 11 guidance:electronic records;
electronic. signatures - scope.and application hased
on feedhack from comments and questions

Re-examine 21 CFR 11 hased upon feedback received
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