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GCC RHI

1The Council of Ministers of Health (CMH)

y

Saudi Arabia, Kuwait, UAE, Oman, Bahrain, Qatar and
Yemen

!

2.The Executive Board (EB).

I

3. The Executive Office General Director
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4. GCC_DR Secretariat

5. GCC_DR Steering
Committee
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GCC States and Yemen and Working Groups
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GCC Activities

“* GCC_DR meeting with industry representatives,
21 December 2010

“+ GCC_DR 52 Meeting,

Mecca, 21-24 Feb 2011
< GCC Biosimilars workshop, 19t-20" April 2011
“+ GCC_DR 53 Meeting,

Abu Dhabi, 29-31 May 2011

“»*workshop on CTD and Quality by Design, Abu
Dhabi,1- 2 June 2011.
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GCC_DR meeting with industry
representatives, 21 December 2010
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GCC_DR 52 Meeting,
Mecca, 21-24 Feb 2011

» Preparing GCC DR to receive eCTD

» Violations by pharmaceutical industry and
penalties

» GCC drug code for pharmaceuticals
promotion

» GCC guideline for SPC and patient
iInformation leaflet
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GCC Biosimilar and
ICH guidelines workshop 19"-20t April 2011

» EU Nominated speakers

» SFDA provided travel and
accommodation support

» |CH secretariat provided ICH
documents ot e
> Speakers Dr. Enman Falk from F¢{ = hamu
EMA and Dr. Kowid Ho from L’ w
AFSSAB.

» ICH Q5A-Q5E guidelines were
covered
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GCC Biosimilar and
/ ICH guidelines workshop 19"-20% April 2011

» |CH standered presentation
was delivered by Prof Bawazir

» |CH documents distributed

» More than 60 participants .

> T h e fe e d b aC k WaS Vari eS The GCC Biosimilar Medicinal Products Workshop

DAY ONE: Tuesday 19™ April 2011

from good to V. good.
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The GCC Biosimilar Medicinal Products Workshop

Opening Session.

DAY ONE: Tuesday 19" April 2011

Time

Lecture

Speaker

0800-0500

Registration and refreshments

0900-0905

Opening Remarks

0905-0910

Welcome speech

Prof. Saleh A. Bawazir

9010-9015

President speech

Prof. Mohammed Al kanhal

0915-0930 ICH GCC presentation

Prof. Saleh A. Bawazir
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“*GCC_DR 53 Meeting, Abu Dhabi, 29-31
May 2011

“*workshop on CTD and Quality by Design,
Abu Dhabl,1- 2 June 2011.
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