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FDA cGMPs for the 21st Century Initiative

[1.5. Food and Drog Administration
-

2 Department of
FDA News g
S Human Services

FOR IMMEDIATE RELEASE Media Inquiries: 301-
827-6242

P02-28 Consumer Inquiries:
888-INFO-FDA

August 21, 2002

=ADIT—IUE. cGMP ODEHZIL AL, BIDFREHIZEHEeS
BD)Y—-AINEXRGEBEMIADES IEFRCTEEDH@IC
BATREICLS T AREFEICHTIEEMIADICEERTH
D ER= =) ')t_t_caf)éo

will cover veterinary and human drugs, including human biological drug products such as
vaccines.

(Eg)

The first goal will be to enhance the focus of the agency's cGMP requirements more
squarely on potential risks to public health, by providing additional regulatory attention
and agency resources on those aspects of manufacturing that pose the greatest potential

risk.
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Risk-Based ApproachA#z1T
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cGMPDEHEE21 CFR Part 11028 5E

cGMPOMEIC{ELY. 21 CFR Part 110 EERTE L,
Risk Based Approachz&3CE,

-

FDA Guidance for Industry: Part 11, Electronic Records; Electronic Signatures
— Scope and Application (2003.8)

We recommend that you base your approach on a justified and documented
risk assessment and a determination of the potential of the system to affect
product quality and safety, and record integrity.
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PIC/S GMP ANNEX 11285 hfx (2013.1.1K01#E1T)
1. Risk Management YADIRI AV

General:

1. Risk Management
“Risk management should be applied throughout the lifecycle of the
computerised system taking into account patient safety, data integrity and
product quality. As part of a risk management system, decisions on the
extent of validation and data integrity controls should be based on a
justified and documented risk assessment of the computerised system.”
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