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SUBJ: Comments on CLIA Waiver Guidance for CLIA 1988 

To Whom It May Concern: 

T am writing conce-rning the CLL4 Waiver Guidance for CLIA ! 9%. I understand that *he 
deadline for comments is May 30,200l. However, I just became aware of this document 
yesterday, May 29. Unfortunately, most laboratorians are not aware of this document. 

From my brief perusal of this document, I am most concerned about the lack of concern for 
specimen adequacy. This is primarily a problem, in my experience, for non-blood 
samples, such as upper respiratory tract samples. We and others, who have used rapid 
membrane EL4 tests for RSV and influenza, have found that sample collection 
technique and the age of the patient make a tremendous difference in the 
sensitivity of the test. 

The data currently given in the manufacturer’s package insert does NOT reflect the reality 
of untrained personnel collecting samples. Studies abound in the literature and in meeting 
abstracts that document that manufacturer’s claims for test sensitivity do not hold up (recent 
examples are the rapidinfluenza tests). With implementation of the CLIA Waiver Guidance 
as stated, this situation is likely to worsen. Data should be collected in this regard and 
package inserts should accurately reflect the reality. 

Lastly, I feel very strongly that Laboratorians should be made aware of these changes. Is it 
possible for the FDA to notify their professional organizations? Otherwise, there is no 
opportunity for the FDA to obtain feedback, except from industry. 

Thank you for your consideration of these comments. 

Sincerely, 

Fax: 203-688-S 177 
email: marie.landry @ yale.edu 

CC. S. Gutman 
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