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Implementation of 2018-002

TIMELINE OF IMPLEMENTATION

Activity Validity Timeline

2020 2021 2022 2023 2024 2025 and beyond

GENERAL MEDICAL DEVICE

Preparation and approval of Issuance

of  the Phase implementation (FDA

Circular)

Septem

ber 
FDA Circular 2021-002 is issued on

Registration of MD in the List as Per

FDA Circular 2020-001
5years On-going Activity

Notification of Class A Medical

Devices
5years On-going Activity

Notification of Other Class B, C, D

Medical Devices
2 years March 

Registration  of Other Class B, C, D

Medical Devices
5years March



IVD Medical Devices

Update of List of Registrable IVDs (FDA 

Circular) 2022: To issue the new list of IVD that will be 

required to be registered (draft already for internal 

review

Registration of  IVD in the List 5years On-going Activity

Approval of New AO for IVD
1st Sem 

Notification of Class A IVD 5years January

Notification of Other Class B, C, D IVD 2 years January

Registration  of Other Class B, C, D IVD 

Medical Devices 5years January

UPDATED TIMELINE OF IMPLEMENTATION

Activity Validity Timeline

2021 2022 2023 2024 2025 2026 and beyond



ISSUANCE OF AUTHORIZATIONS FOR (GENERAL)

MEDICAL DEVICE PRODUCTS

OTIFICATION

• Class A

• Class B, C, D not in the list 
based on FDA Circular 
2020-001-A

EGISTRATION

• Class B, C, D indicated in 
the list based on FDA 
Circular 2020-001-A



ISSUANCE OF AUTHORIZATIONS FOR IVD -

MEDICAL DEVICE PRODUCTS 

FDA Circular 2020-001



Update on Covid-19 Related Products

• FDA Memorandum 2020-006  -

requirements for special 

certification

• FDA Memorandum 2021-009 –

standard required value for 

sensitivity and specificity 

• FDA Advisory 2021-0684 –

process flow 

COVID-19 TEST KITS COVID-19 Related Medical 

Devices

• To still follow the regulatory 

requirements

• Fast track evaluation

• **upon approval of the pre-

assessment, to email 

cdrrhr@fda.gov.ph of the 

DTN Number and product 

name

mailto:cdrrhr@fda.gov.ph


Update on License to Operate







Interim Application System for LTO



Medical Device it is still being integrated in this new interim system





• ON COLLABORATION



• ON RELIANCE

FDA Advisory 2021-3084

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



• ON RELIANCE

Draft Policy on this:

1. CPR equivalent is issued by the Regulatory Agency of the 

ASEAN Member Countries only

2. The approval of the CPR is based on the CSDT technical 

requirements as stated in the ASEAN Medical Device 

Directive

3. CPRs issued based on abridged approval based on other 

countries outside the ASEAN are not qualified.

4. Applicable only to Class B, C, and D medical devices, either 

for notification or registration.



• ON RELIANCE

Additional Requirements:

Declaration that the submitted CSDT Technical Requirements is the same as 

the one submitted to our counterpart regulatory agency who issued the CPR 

equivalent.



• ON RELIANCE

Procedure

1. Company to submit complete requirements based on AO 2018-002 the same 

procedure as the application

2. CDRRHR to evaluate the compliance of the legal requirements and the 

completeness of the technical requirements except for the labeling requirements 

3. Labelling requirements will be evaluated based on the requirements as stated in AO 

2018-002 

4. will also be subjected for pre-assessment



• ON FOLLOW-UP on Application without ACTION

Name of Company Doc Track No. Product Name Date Applied Last Status on DTN 
(remarkable)

* Indicate in the SUBJECT:  APPLICATION with NO ACTION

** Submit in excel format at cdrrhr@fda.gov.ph

**  November 
December 2020

** June July 2021

CMDR, Variation, 
Renewal






