2003 8 28 FDA

Guidance for Industry

Part 11, Electronic Records,; Electronic Signatures

Scope and Application




2003 2 20

21CFRPart1l

60 4 28

2003 8 28

FDA Partll

PDA FDA

Q&A(9/12)




2003 8 28
-2 20




2003 8 28
-2 20

2/3

11

(12003 2 4 (68 FR 5645)

Electronic Copies of Electronic Records

(2) 2003 2 25 (68 FR 8775)

CPG 1 31




2003 8 28
-2 20

3/3




A - Overall Approach to Part 11 Requirements

Part 11 (1/2)

(1) Part 11
Part 11

(2) enforcement discretion

Part 11
(3)Predicate Rule

predicate rule
(enforce)
Predicate Rules(




enforcement discretion

law enforcement agency

10 CFR Part 100
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C - Approach to Specific Part 11 Requirements
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C - Approach to Specific Part 11 Requirements
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C - Approach to Specific Part 11 Requirements
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C - Approach to Specific Part 11 Requirements

Part 11

Legacy System

Part 11 1997 8 20

FDA

predicate rule

(4/6)

predicate rule

rule
Part 11

1997 8 20
Part 11

predicate




C - Approach to Specific Part 11 Requirements
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Current Good Manufacturing Practice regulations (21 CFR Part 211)
Quality System regulation ( 21 CFR Part 820 )

Good Laboratory Practice for Nonclinical Laboratory Studies regulation
(21 CFR Part 58)

Pharmaceutical CGMPs for the 215t Century: A Risk-Based Approach; A
Science and Risk-Based Approach to Product Quality Regulation
Incorporating an Integrated Quality Systems Approach




Other U.S. Federal References

NIST Special Publication SP800-30: Risk Management Guide for
Information Technology Systems (National Institute of Standards and
Technology, U.S. Department of Commerce, 2002)

NIST SP800-30
2002

Industry References

ISO 14971:2002 Medical Devices- Application of risk management
to medical devices (ISO, 2001)
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