F. No. D.21013/159/2018-DC
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation

FDA Bhavan, Kotla Road,
New Delhi
Dated: 29/10/2018

ORDER

This Organization’s Order of even number dated 25.10.2018 {copy
reproduced overleaf] is hereby kept in abeyance till further orders. All concerned

may please note for information.

e ——w--»(Vu:h—Mangy- -
Dy. Director Admn(D}

Copy to:-
(1) All JDC(I)/DDC(I} in CDSCO(HQ).
(if)  DDC(I}, SAE Division, Sadiq Nagar, New Delhi.
(in) CRU, FDA Bhawan, New Delhi.
(iv)] O/oof DCG(I).
(v) CDSCQ’s Website.
(vi)  Guard file.




F.No, D.21013/1829/2018-0C
Government of India
Directorate General of Health Services
Central Crugs Standard Controt Organization

FDA Bhavan. Ko'la Road,
New Dethi

Dated: g4 =
ORDER Fpws

In partial modification of this Organisation’s Order of even number dated
20.08.2018, & has been decided that only receipts related to Serious Adverse
Events(SAE's) of Clinical trials ongoing in India with which the SAE division is
concerned will be accepted by SAE Division situated at Sadiq Nagar, New Delhi.

e ——

In  other Jgrgg.-__r,the__--Feeeiats»-wofHS'/ﬂ:E"sr—th CIOmMS/

— “notifications/SUSAR/Adverse events of marketed drugs occurring outside India and
SAE reports of PMS/PSUR/Academic trials/observational/Non-interventional studies
of marketed products will not be accepted by SAE division situated at Sadig Nagar
with immediate effect and the same will be accepted by CRU, FDA Bhavan, New

Dethi for processing by the concerned divisions.

_—

(Vum Mang)
Dy. Director (Administration)

Copy to:
(i) All JDC/DDC(!) in CDSCOHQ)

(i) DDC{l), SAE Division, Sadig Nagar, New Deihi

(i)  CRU, FDA Bhavan, New Delhi

(v}  Ofo DCG(!)

(v)  Website

(i} Guard File : ‘ "



