Announcement (8) 8/2019 (Replacement for
ANNOUNCEMENT 01/14 MDS-ANO015)

14/01 a3, Giad) cSe i) 2019/8 (8) ¢
(MDS-AN015

SUBJECT: The Updated timeframe for deleting medical
device marketing authorization (MDMA\) applications

ADDRESSES: Local and Overseas Medical Devices
Manufacturers and their Authorized Representatives

GOAL: Enhancing the transparency of the working
mechanism for the deletion of applications due to
repeated observations or delayed response

criteria’s related to the deletion of MDMA
applications:

1. The timeframe of submitting payment to a
MDMA application is 30 calendar days from receiving
the payment request, failure to make the payment
within the given time will result in the deletion of the
Application.

2. Returning the application to the SFDA without
addressing all the requirements or completing all the
observations during three review cycles will result in
the deletion of the application, in this situation, refund
is not applicable.

3. The timeframe for returned MDMA application is
60 calendar days (Total timeframe for ALL 3 cycles).
Exceeding this time will result in the deletion of the

application, in this situation, refund is not applicable.

4. In occasions where applicant have a valid
justification to extend the response period for SFDA’s
observations to more than 60 calendar days,

such requests must be emailed to
mdma.it@sfda.gov.sa.

For further enquiries regarding this announcement,
please contact md.rs@sfda.gov.sa or call 19999
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