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Dear Sin’Madam 

Comments on the draft Guidance for Industry 

Part 11, Electronic Records; Electronic Signatures - Scope and Application 

Section III, B, 1; Narrow Interpretation of Scope. 

Line 143-144 states: We understand that there have been different views expressed about the scope of 
Part I 1. Some have understood the scope of Part 11 to be very broad. 

-+ The interpretations of the term “metadata” as increased during the last years have significantly 
broadened the scope of Part 11. Clarification on the expected FDA attitude to metadata would be 
appreciated. Example: Laboratory equipment printing data immediately as the results are 
available. Data are not saved within the system, data cannot by any end user be accessed or 
changed and the print outs are relied upon to perform regulated activities. However, several 
configurable metadata are saved within the system, defining how the equipment will run the 
analysis in question. Would such a system fall within the scope of Part 1 l? 

Line 15 l-l 54 states: On the other hand, when persons usi computers to generate paper printouts of 
electronic records, those paper records meet all the requirements of the applicable predicate rules, and 
persons rely on the paper records to perform their regulated activities, the merely incidental use of 
computers in those instances would not trigger Part 11. 

+ What would be the expected FDA attitude to paper records, meeting all the requirements of the 
applicable predicate rules, relied upon to perform regulated activities, yet the content of such 
paper record print outs are dependent on an automated process? Clarification on whether or not 
such #a situation would trigger Part 11 would be appreciated. 
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Section NII, C, 2; Audit Trail 

+ With regards to the new approach to audit trail, does the phrases “audit trails or other physical, 
logical or procedural security measures” (line 225-226) and “audit trails, or other appropriate 
measures” (line 227-228) implies that procedural controls like procedure enforcement and/or 
documented QC checks be an acceptable alternative to a computer-generated, time-stamped audit 
trail. 

FDA elaboration on these topics would be greatly appreciated. 
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