
April 25, 2003 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane (Room 1061) 
Rockville, MD 20852 

Re: Comments on, “Guidance for Industry: Part II, Electronic Records; 
Electronic Signatures -- Scope and Application”, Docket Nos. 03D-0060, 
99D-1458,00D-1538,OOD-1543, OOD-I 542, and OOD-1539 

Dear Sir or Madam: 

SEC Associates, Inc. (SEC) is pleased to have the opportunity to provide comments 
on the above-referenced draft guidance. 

We see positive benefits resulting from this guidance and the planned re- 
examination of Part 11. Chief among these benefits are the ability to apply a 
science- and risk-based approach to compliance, as well as the clarification of 
confusing issues and “folklore” that have evolved since Part 11 was enacted. 
However, we also see the potential for further confusion and misinterpretations due 
to questions left unanswered by the draft guidance. We believe certain issues merit 
further clarification in order to maximize the benefits of this “re-direction”, while at the 
same time assuring that safety, efficacy, and quality are not compromised in the 
process. 

Our comments and suggestions are attached. Thank you again for the opportunity 
to express our views. 

Very truly yours, 
SEC ASSOCIATES, INC. 

John C. McKenney, Sr. 
President 
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Comments on Part 11 Scope and Application Draft Guidance (Docket No. 03D-0060) 

interpreted during the re-examination period. Industry is left not 
knowing how long the re-examination period will last, nor how 
FDA will interpret Part 11 after the period ends. This may have 
unintended consequences, such as delaying the purchase of 
new technology while industry awaits the final interpretation. 

address computerized system and quality system 
requirements (analogous to the Quality System 
Regulation and “General Principles of Software 

electronic record systems. For example, the GCPs do not Validation” guidance from CDRH). In the meantime, 
explicitly require validation of computer systems used in clinical FDA should take an active role in educating industry 
trials. Reliance on the predicate rules, therefore, may fall short on its predicate rule expectations for e-record systems. 
of what is needed to assure data integrity and reliability. 
Furthermore, it may lead to widely varying interpretations in 
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and a determination of the potential of the system to 
affect product quality and safety and record integrity 

the potential for high-risk modifications and removes the 

replacing them with technologically advanced systems that 

risk and science-based approach for determining 
whether legacy systems should be brought into Part 

now in conflict with (or at least out of sync with) the new 
guidance, such as the guidance on audit trails, time stamps, 
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Comments on Part 11 Scope and Application Draft Guidance (Docket No. 03D-0060) 

312.50 and 312.56 require sponsors to monitor the progress of 

Clearly define, with examples, the phrase “merely 
potential to be broadly interpreted and enforced. This potential incidental use of computers”. Ensure that the 
for inconsistency will be problematic for both industry and FDA. definition does not inadvertently encourage the 

avoidance of important security and integrity controls 
simply by relying (or appearing to rely) on the printed 
output of critical systems. The information on the 
paper may be unreliable without appropriate Part 11 
controls for the under1 

if the e-records in that system are not subject to predicate 
rules? Lines 160-I 61 state “. . .Part 11 [is] applicable 
to.. .electronic signatures.. .“. Is FDA intentionally limiting the 

E-signatures (for signed, non-predicate 
Id this read “electronic signature systems”? 

including records that the 

by predicate rule. However, lines 165167 in 
ce seem to imply that this will no longer be the 

and used electronically. 

SEC Associates, Inc. Page 3 of 6 April 25, 2003 



lj!!jgg<ac 
Comments on Part 11 Scope and Application Draft Guidance (Docket No. 03D-0060) 

system that generated the paper. This may result in 
unwarranted confidence in the printed record, without having simply by relying (or appearing to rely) on the printed 

not subject to Part 11 unless they are required by predicate adequately address the many systems that may 
rules. This seems to be a gap that may allow for potentially manipulate critical data in the submission life cycle, 
significant data integrity problems in records that are used to FDA should advocate a risk-based approach, requiring 
provide the conclusions and claims in an NDA. For instance, (at a minimum) a “justified and documented risk 
case histories are required by predicate rule. However the assessment and a determination of the potential of the 
clinical data management system and subsequent multiple system to affect [data] quality and safety and record 
iterations of records created and manipulated to provide the integrity (lines 208-209).” This approach should be 
tables and analyses in an NDA are not explicitly covered by required for all systems that can affect quality, safety, 

if they did not validate or implement proper access and audit given system or record is explicitly addressed in the 
trail controls for these types of systems? It would seem that existing predicate regulations. 
significant errors and data adjustments could occur, which could 
lead to erroneous conclusions and claims in the final 
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Comments on Part 11 Scope and Application Draft Guidance (Docket No. 03D-0060) 

“validation”? Or, can FDA claim that validation is required in 

question is “yes”, then we are left with a highly subjective 
approach for determining which record systems must be 

Quality System Regulation section 820.70(i) which 
states, “When computers or automated data 
processing systems are used as part of production 
or the quality system, the manufacturer shall validate 
computer software for its intended use according to an 
established protocol.” 

validated. Neither situation is desirable. 

Short-term solution: Help industry understand FDA’s 
expectations in this area through published guidance 

for determining whether or not audit trails are needed. 

signatures were not explicitly legal. By extension, does this 

larify FDA’s position with regard to legacy systems 
that were not in compliance with predicate regulations 
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Comments on Part II Scope and Application Draft Guidance (Docket No. 03D-0060) 

had taken on interpretations that went beyond good practice, 
and were in some cases impractical. In the effort to define a 
clear scope for Part 11, and in the absence of clear predicate 
computer requirements for e-record and e-signature systems, 
FDA should proceed cautiously so as not to halt (or worse, to 
reverse) the positive progress made in the past 5 years to 
increase information security and integrity. Despite the 
problems, much good has resulted from Part 11. To use an old 
phrase, let’s be careful not to “throw the baby out with the 
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