From: Morse, David E

Sent: Thursday, July 25, 2002 3:41 PM

To: Butler, Jennie C

Cc: Topper, Kimberly L; Morse, David E; Seifried, Adele S

Subject: FW: Reviewer guidance

Jennie

Attached are comments which were forwarded directly to me from the Swedish, Dutch and Italian regulatory agencies re: the Reprotox. Data Integration Guidance document.  Please add these to the docket for the Federal Register announcement from last Nov. 

Thanks,  Dave Morse

-----Original Message-----

From: Johnsson, Eva [mailto:Eva.Johnsson@mpa.se]

Sent: Wednesday, July 17, 2002 7:21 AM

To: 'morsed@cder.fda.gov'

Subject: FW: Reviewer guidance

Sorry! Forgot the D!

E

> -----Original Message-----

> From:
Johnsson, Eva 

> Sent:
den 17 juli 2002 12:06

> To:
'morse@cder.fda.gov'

> Subject:
Reviewer guidance

> 

> Dear David,

> 

> 

> At last, find attached our comments on the Reviewer Guidance. First of all

> I would like to thank you for giving us the opportunity to comment on this

> document and to compliment you on the excellent work you have made in

> compiling it. I have circulated it in the CPMP-Safety Working Party as

> well, and have received only a few comments mostly as positive remarks,

> possibly since a lot of our comments on the previous draft have been taken

> on board. In the attached documents, you will find that the comments are

> presented for the National agencies that have commented in writing. Thus,

> these are not the SWP view, but those of the different authorities.

> Anyway, I hope some of the comments will be of some use for you;

> Kindest regards

> Eva

> 

>  <<Comments from the Medical Products Agency.doc>>  <<Comments from the

> Dutch authoritiy.doc
>>  <<Comments from the Italian authority.doc>> 

