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Wihat's new?



* LTO

License to Operate as Retailer is sill on pilot testing in Metro
Manila. We encourage all retailers located in Metro Manila to
apply for the LTO as this will help us check on the system to
determine if there are still some more adjustments that need to
be done




* ON RELIANCE

FDA Advisory 2021-3084

Applied to all ASEAN
Member Countries with
iIssued CPR equivalent
following the CSDT
Technical Requirements
based on AMDD

Draft Guidelines:

Abridged Processing of
Application for
Registration/Notification
of Medical Devices
Approved by the
Regulatory Authority of
Any ASEAN Member
Country

Final draft routed
to concern FDA
Offices on 25 May
2022 for clearance



What's up?
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What's your
Question?




On ONLINE FORM













On LEGAL ISSUES













-—--—---- Product certification

----- Quality system assessment -----

90/385/EEC Active Implantable Medical Devices (AIMDD)

Type of EC Type- Certificate of EC Design- | EC Certificate | EC Certificate | EC Certificate

certificate Examination Conformity Examination Full Quality Production Product

= Certificate Certificate Assurance Quality Quality
System Assurance Assurance

Module = Module B Module F Module H Module H Module D Module E

Annex = 3 4 2 (4) 2 excluding (4) 5 (3) -

Type of

device

B3 F5 H8 H9 D6

Other devices
than custom-
made or
intended for
clinical
investigation







REVIEW OF CMDN TECHNICAL REQUIREMENTS

Technical Requirements for Application for the Notification of Medical Devices
under Class A

1. Device description consisting of the following:
a. Intended use
b. Instruction for use
c. List of all raw materials
d. Technical specification of the finished product
e. List of reference codes, sizes, colors, models and variance, whichever
is applicable.

2. Certificate of Conformity (issued by government agency dealing with
metrology) on the aspect of manufacture relating to metrology for devices
with measuring functions, if applicable

3. Declaration of Conformity (self declaration by the manufacturer) with
product standards, if applicable

4, Clear and complete colored pictures of label from all sides of the packaging
(loose label or artworks of all layers of packaging)

5. Declaration of shelf life



On TECHNICAL ISSUES






















On CMDR




On VARIATIONS




OTHERS
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