
June 4,2002 

Dockets Management Branch (HFA-305) _ L”~, i ( * 
Food and Dzxg Ad~~strati~n %.A 

d 
5630 Fishers Lane, Room IO6 I F-2 
Rackville, hBD 20852 -2 :y-“-: i i.* 
Re: Docket No. QOD-1542: Draft Guidance for pndustry; Ele&ronie Records; Ele~trofEic 

Signatures, Time Stamps 
Lc G> SC.“.. 

I am writing on behalf of the Baxter Healthcare Corpor&on 21 CFR Part 11 Work&g &%xp. -^.% .,._*.. ir*--c -w. 
We have reviewed the subject document in detail and have developed several cumments,.bath 
general and specific. All of these comments are contained in the attached table. 

We hope that our comments prove beneficial. Please contact me with any questio~ks regarding these 
comments. 

Sincerely, 

J&nny Long 
Director, Quality Systems 
Baxter Healtheare Ccrrporation 

Attachments: 
1) Table: Comments for DraR Guidaxe for Industry, Electrcmic Records; Electronic Signatures, 

Time Stamp 
2) Line Numbered Copy af DRAFT Guidance for Industry, Electronic Records; Electronic 

Signatures, Time Stamps 
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