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Submittal of Comments to Docket 2004N-0133 

To the Food and Drug Administration, 

In response to the publishing of Docket 2004N-0133 in the Federal Register on 
April 8* 2004, Boehringer Jngelheim Pharmaceuticals respectfully submits for 
your review and consideration input from our global organization, as requested 
in the aforementioned docket. A response has been provided in each case found 
in the above docket where the Agency has requested input. The following table 
provides this input in the order of which the request for input is found in the 
docket. 

Paul C. Lang, Director, Part 11 
Management 
Telephone 203-798-5347 
Telefax 203-837-5347 
E-Mail piang@rdg.boehringer- 
ingetheim.com 

900 Ridgebury Rdfl.0. Box 368 
Ridgfield, CT 06877-0368 
Telephone (203) 798-9988 

While we feel that all responses we have provided to the Agency are worthy of 
consideration and discussion, we would like to emphasize for the Agency’s 
consideration 5 key points that we feel are most in need of reform and or further 
clarification 

+ Part 11 must be revised and include the FDA’s interpretation of the 
narrow scope of Part 11 in order for Industry to comply with it. 

+ Part 11 should identify which records required by predicate rule fall 
under the scope of Part 11, and clarify which activities required by 
predicate rule, and which records generated to substantiate that those 
activities took place, do not fail under the scope of Part 1 l(e.g. training 
records). 

G* A risk based approach should be acceptable for all attributes of Part 11 
and the Agency should accept a level of compliance with the ruling that 
is in direct relationship to the risk a record poses to product quality and 
public safety. 



. 
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+“* Part 11 must make it clear that electronically submitted data generated by systems not 
impacted by predicate rule requirement (pharmacology systems as an example) would not 
be subject to Part 11; only the electronic submission records containing that data would be 
subject to Part 11 requirements. 

+3 The Agency must make it clear that if a system was in use prior to August 1997, and that 
system has been updated since, whether or not it falls under the scope of Part 11. FDA 
should consider permanently extending “enforcement discretion” for all legacy systems. 

We applaud the Food and Drug Administration for its recognition of the need to re-examine 21 
CFR Part 11 and we look forward to f?u-ther information regarding the progression of this matter. 

Regards, 

Paul C. Lang u 
Director, Part 11 Management, North America 
Boehringer Ingelheim Pharmaceuticals 
900 Ridgebury Road 
Ridgefield, CT 06877 
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