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SUBJ: Least Burdensome P 

To Whom It May Concern: 

I am writing concerning the Lea: 
Modernization Act of 1997. u1: 
document. 

From my brief perusal of this dot 
and studies that could be requeste 
be forced to rely on bench and an 
use. Prospective studies could 
inserts would not be reviewed 

I am concerned that these 
merits before it is released to the 

risions 

Lastly, I feel very strongly that 
possible for the FDA to notify t 
opportunity for the FDA to obt: 

Thank you for your considerati 

Sincerely, 

Fax: 203-688-8 177 
email: marie.landry@yale.edu 

CC. S. Gutman 

(Jf~-og 

ve 

Marie Louise Landry, M.D. 
Professor 
Department of Laboratory Medicine 
SchooZ of Medicine 
3~3 Cedar Street 

J\JJ -5 ,a, 9 J@. Boxm8035 
i + -~’ “l&v Haven, Connecticut 065w-8035 

Telephone: w3 688-3475 

Pbovisions of the FDA 
1st ilaboratorians are not aware of this 

concerned the the types of information 
be greatly restricted. The FDA would 

: any assay application’s indications for 
:ed for a particular indication. Package 
fuhness. 

intelligent discussion of an assay’s 

ould be made aware of these changes. Is it 
organizations? Otherwise, there is no 
ept f om industry. 

: lents. 
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