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erck & Co., fnc, is a leading worldwide, human health product company. dermis research 
reduced many of the most im harmaceutical products on the market today. 

cipated with health rities and industry sci s from around the globe in 
n of regulator stand s under the auspices o International Conference 

monization (ICE-%), Merck continues to support the objectives o 
correct unnecessary redundancies and time-consuming inefficiencies in 

harmaceuti~al and biological products caused by incompatible regulatory schemes. 

In the course of bringing Merck’s product candidates through developmental testing and 
~~i~i~al trials to the market, Merck has filed num orig and supplemental New D 

As) and Biological License Ap ons As). Merck typically prepares a 
ide Marketing Application (~A) which is filed ctronica~ly and, less o 
in most countries in the world, simultaneously. refore, we are very 

interested in this Draft Guidance on E trmic C~~~~~ Tec~~i~a~ ~~~~~e~~ (eCTD) 
~~e~~~c~~~o~ (hereafter referred to as draft ~~~~~~c~ on eC1’D) and well realized to 
comment on it. 

n general, the document is well written and the comments we o r may provide clari~~atio~ 
of some gray areas. 

0 n Appendix 3, the File Organization Module (page 3-11, CTD Nu 
3.2.S.2.2, 3.2.S.2.3, 3.2.S.2.5 and 3.2.S.2.6 indicate that sponso 

single PDF file for NCEs and multipl ucts. It is not clear why 
the number of PDF files should diRer t would these rn~~ti 
PDF files contain and how should they be named? 

* There is inconsistency between the organization of some toxicology i~ormation des~r~bed 
in Module 4 of T?w Draft Guidance uy1 eCTD versus that stated in t 

stryr &%S’ The CTD for Safety. Speci~~ally~ The Draft G~ida~~~ OH eCTD lists 
ocal Tolerance” and “Other Toxicity” within Appendix 3, as Secti 

“‘“‘i 1 ;--j ,b f--y> <J-, , -< f<Z \ _ /’ /’ ,j-. iJ b ‘5 _ *J’ i. -e.* -_” ,I 



(pages 3-24 and 3-25, respectively). Xn contrast, the 
e/‘Dfor Safety lists these items as subsections under 
subsections 4.2.3.6 and 4.2.3.7. Similar guidance fo 

ic, known as the ~~~o~~ce to ~~~~i 
toxicology information as in The graft ~~i~~c@ on 

rsued to harmonize the organization of af. 
conclude that this la& of harmonization in the Guidance for ~~d~s~r~, A44S The CTD for 
Safety is an oversight. Therefore, the st~~tur The chaff ~~~da~ce on eC 
will be followed unless further clari~cation or 

ix 3 (pages 3-33, Module 5.3 7) refers to Case 
al Patient Listings, without spe 

utinely provided for a 
e study, for patients w 

A staff. Therefore, we this reference simply means 
itted, they will be include 

ule 5.3.7 Study 1, it is not clear whether or not he terms, ~~~~~e~t / 
set, refer to both Case Report Forms as well as to individual Patient Listings and 
~~ari~cat~o~ of these terms would be very useful. 

e welcome the oppo~unity to comment on this Draft Guidance and to meet with you to 
discuss these issues. 




