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4TH JACG MEETING 18 DECEMBER 2019

STEPS IN JA PROCESS & TIMELINE
A. ASEAN JA candidate product selection (total up to 195 calendar days)

.
JACG receives proposals for candidate

products and publishes list based on
prioritisation as agreed among NRAs

‘ ‘ Up to 30 days

)

J U

Applicants send to lead NRA
Expression of Interest to submit,
mentioning product and reference NRA

‘ Up to 90 days

[ J
[ Lead NRA seeks concurrence of J

participating NRAs for accepting
Expression of Interest

‘ Up to 15 days J

Lead NRA requests applicant to submltJ

required documentation to
participating NRAs

E Up to 30 days

NRAs exchange letters with NRAs review administrative
reference NRA and obtain part of dossier and confirm to
assessment report Lead NRAS that is in order

‘ [ Up to 30 days ]

Assessment starts
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B. ASEAN Joint assessment process
(total up to 225 calendar days; 165 calendar days if JA meeting unnecessary)

[ Assessment starts (T,) ]

Up to 45 days for evaluation

+ 15 days for comments on
evaluation report + 15 - 30

Lead NRA consolidates questions from consolidation

participating NRAs and shared with

days (TC/F@F) for LoQ
applicant. Clock stop (T,) }

‘ E Up to 60 days

{ Lead NRA receives response from

applicant and shared with participating
NRAs. Clock restart (T,)

Lead NRA prepares draft joint assessment
report and shares with participating NRAs

= J
=

Up to 30 days
NRAs deem JA meeting NRAs deem JA meeting
(physical/virtual) necessary unnecessary
‘ [ Up to 60 days ] ‘ [ Up to 45 days ]
Lead NRA organises JA session to Joint assessment
finalize joint assessment report report submitted to
discussing with other NRAs, WHO and participating NRAs for

reference NRA experts, as appropriate. final decision
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C. Regulatory decision-making process at country level

Timeline at individual National Medicines Regulatory Agencies (NRAS):

ASEAN Member State | Timeline (calendar/working days)

Brunei Darussalam 60 working days
Cambodia 90 working days
Indonesia 45 working days
Lao PDR 45 working days
Malaysia 30 working days
Myanmar -90 working days for normal

-60 working days for urgent public health need

Philippines 30 working days
Singapore 30 working days
Thailand 30 working days

Viet Nam 60 working days




