TOP PHARMA ADVANCES IN THE REGION

IRAQ:
Local Pharma Regulatory and Iraqi UNITED ARAB EMIRATES:
MOH are focusing on addressing review and simplification of the variation
Critical Policy Concerns and Building quideline ( at final stage )
r ) Partnership with MoH,
LEBANON:
* Launch of guidance on
biosimilars and CTD
requirements for biosimilars KUWAIT:
registration Implementation of the priority review
* Update on pricing regulations process/ + review of the variation guideline
+ Official issuance of Lebanese
Code of Ethics
_ ,
/- -\ ( D
BAHRAIN: JORDAN:
Review of the variation + Speeding up the registration
guideline and ECTD/baseline process and evaluation of NCE
implementation * Progress on abridging
\ J regulation for fast registration
of NCE
( + Implementation of the
EGYPT: ) abridged review process
Speed of registration and access to patients by: . including the variations.
* |ssuing fast track regulation \k /
* Issuing new regulation 820/2017 (abridging :
verification and CTD submission acceleration SAUDI ARABIA:
procedure for NCE) Implementation of the verification/
* Reviewing and adjusting prices abridged review process

) |(30days/60 days)

As described by representatives of the DIA Middle East Regulatory Conference www.DIAglobal.org



