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Jung 5, 2000

Food and Drug Administration

Dockets Management Branch (HFA-305)
5630 Fishers Lane, Room 1061
Rockville, MD 20852

Re: International Conference on Harmonisation; E11: Clinical Investigation of Medicinal
Products in the Pediatric Population, Docket Number 00D-1223, 65 Federal Register 19777,
April 12, 2000

Dear Sir/Madam:

We are forwarding these written comments on the draft guidance for ICH E11: Clinical
Investigation of Medicinal Products in the Pediatric Population to be placed on the docket.
These comments were sent to us by our European colleagues.

Sincerely,
éosemary Rjobe% M.D.
Medical Officer

Center for Drug Evaluation and Research ODE IV

cc: File
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The European Agency for the Evaluation of Medicina! Products
Evaluation of Medicines for Human Use

TELEFAX MESSAGE
DATE: 31 May 2000 OUR 1LB/CN
REF:
TO: Dr. Jylia Dunne FAX: 72730170
FROM: Lanrent Brassart PHONE: (44-20-7) 418 8654
EWP Secretanat FAX: (44-20-7) 418 8613
RE: Clinical investization of wedicinal products in the paediatic population

(CPMP/ICH/2711/99)

Number of Pages (including cover sheet): 4

Original of this fax has been signed by the sender and is available upon request from the signatory.
MESSAGE

Dear Dr. Dunne,

Please find attached comments from the Medicines Evaluation Board, The Netherlands, dated 5 Apnl
2000, which we only received today. On behalf of the MEB, I would like to send you their apologies
for this delay.
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IF THIS FAX IS LLEGIBLE OR INCOMPLETE, PLEASE CALL THE PHONE NUMBER ABOVE

7 Westferry Circus, Cangry Whart, London, E14 448, UK
Switchbaard (44-20-7) 418 8400 Fax (44-20-7) 418 8613
E-mal: mai!@emea eudra.org  hitp//www sudra.org/ emea.hml
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