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PRU~C’I’ 

Pursuit to the Federal Register Notice published on Wednesday, Recember 5, 2001, Merck & 
Co., Inc. hereby submits to Docket No. ~~~“~4~6 a Written Request to afiicipate in the FDA’s 
pilot project OB the Patient Profile Viewer. Merck & Co,, Inc has provided Case Report 
Tabulations (CRTs) to the FDA in accordance with the guidance ~‘Provid~~g Regulatory 
Submissions in Electronic Format - NDAs” for 64 submissions. A total of 5,082 SAS Transport 
files have been submitted representing 23 gigabytes of information. 

Xn add~t~~~, erck & Co., Inc. is an active member of the CDlSC S 
group that deemed the standards proposed to be utilized during tfae pilot exercise. Merck & Co., 

s been involved with CDISC since its inception as both a Board member and with 
ship on several of the working groups. We feel that this experience with both electronic 

s~brniss~o~s and the CDISC standards would make Merck & Co., Xnc. an excellent co~~ibutor to 
the pilot. 

project. 

tar, Cli-nical Trial System Sta~dards~ Merck & Co., Inc. 
344-3324) would be the primary contact person for the pifot 

ank you for your CoRs~deratio~ of this request. If you have any questions or need additional 
~~fo~atio~~ please contact Michael 6. Elia, PhD, DABT (484-344-31 SO) or, in my absence, 
Bonnie 3. Goldmann, MD, (484-344-23 83). 
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