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Triangle PEERS

FDA Electronic Records; Electronic Signatures

Guidance Document Comments

Triangle PEERS is pleased to submit comments in response to the FDA's Guidance for Industry 21 CFR Part 11: Electronic Records; Electronic Signature - Glossary of Terms issued in August 2001.  Triangle PEERS is an informal association in North Carolina for entities and individuals with an interest in the implementation of 21 CFR Part 11.

GLOSSARY OF TERMS

General Comments
1. The definitions in this document should be consistent with those found in other FDA                                             guidances and regulations (e.g., Computerized Systems Used in Clinical Trials, General Principles of Software Validation, etc.,).

Scope and Applicability:

The glossary terms do not take into account terms used in regulations other than Part 11 (such as FDA's Prescription Drug Marketing Act (PDMA)).  Since other regulations specify requirements for compliance with computer system validation and therefore, Part 11, the scope and applicability of the guidance should reflect that.

Additional Terms Needed:

The Glossary guidance document would benefit from the following additional terms being included:

>meta data – (definition from the Part 11 preamble)
>hybrid system – (definition from the Part 11 preamble)
>computerized systems – ‘Includes hardware, software, peripheral devices, personnel, and documentation (e.g., manuals and Standard Operating Procedures).’

>durable media (medium) – referenced in “Guidance for Industry: Computerized Systems Used in Clinical Trials.

>ready – as used in “ready retrieval”, 21 CFR Part 11.10(c)

>readily available – as used in 21 CFR Part 11.1(e)

Comments on Current Definitions:
Biometrics

The expression ‘repeatable actions’ needs clarification and/or examples.

Computer Systems Validation 

This is the definition for software validation within other FDA documents (such as ‘Computerized Systems Used in Clinical Trials’).  The definition for CSV should reflect that it is a process (which includes training, procedures, and documentation) that ensures that a computer system accurately, reproducibly, and reliably does what it is required and designed to do.

Predicate Rule

The definition of Predicate Rule exempts 21 CFR Part 11.  We suggest that the definition be rephrased to “Requirements set forth in the Act, the PHS Act, or any FDA regulation, other than Part 11.”

Off-the-Shelf (OTS) Software  

The point at which the software stops being OTS (i.e., when you start using it to ‘do your own thing’) should be clarified.

Regression Analysis and Testing  

In the definition of Regression Analysis and Testing, it is confusing to use the phrase “verification and validation” without defining “verification.”  This implies these are two separate processes, yet it is not clear what “verification” is or includes.

In the definition of Regression Analysis and Testing, this indicates analysis and testing of “previously examined software products.”  This might signify only items that have been previously reviewed.  We believe that the Agency’s intent here is to perform this process for items that are currently in use (and thus might be affected by changes).  We suggest rewording this to “previously validated software products.”

Regression Testing  

The term “Rerunning” should be changed to “Executing.”

Reliability

Insert the words “accurately and reproducibly” after the word “functions.”  This definition should be consistent with and reflect the definition for CSV.
Triangle PEERS appreciates the opportunity to submit comments to FDA's Guidances on 21 CFR Part 11.  

Sincerely,

Triangle PEERS 

Research Triangle Park, North Carolina

12/20/2001
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