
APPLICATION RECEIVE FROM BPT
VIA SPECIAL ACCESS) 1)

APPLICATION RECEIVE BY
EVALUATION TEAM (MDA) 2)

PERFORM EVALUATION
ON SUBMITTED DOCUMENTS 2)

REJECT INCOMPLETE
APPLICATION 

REQUEST FOR
FURTHER INFO 2)

SELECT COMPLETE
APPLICATION 2)

IVD TEST KIT SELECTED FOR
EVALUATION TEST 4)

APPLICANT SEND IVD TEST KIT TO
LABORATORY (TESTING FACILITY

ASSIGNED) 5)

NO

FLOWCHART OF EVALUATION FOR SPECIAL ACCESS APPLICATION FOR IVD MEDICAL DEVICES
DURING COVID-19 EMERGENCY

application receive by JK
evaluation will be handle by

evaluation team (MDA)

YES

YES

1. LETTER REQUEST FOR TEST
EVALUATION ISSUED BY MDA TO
APPLICANT (cc: Testing Facility)

2. LETTER OF IMPORTATION IVD TEST
KIT BY MDA TO APPLICANT (to be
used for Customs purpose only)

note: Inform testing facilities by email,  kit for evaluation

PRESENT TO THE 
IVD EXPERT COMMITTEE 3) 

NOT
RECOMMENDED

FOR USE

NO

FINAL DECISION BY 
IVD EXPERT COMMITTEE

(APPROVAL BASED ON REPORT 
ISSUED BY TESTING FACILITIY) 6)

NOT
RECOMMENDED

FOR USE

YES

NO

ISSUANCE OF EVALUATION REPORT TO
APPLICANT (cc MDA)

YES

SAME IVD TEST KIT
PREVIOUSLY OBTAIN
ENDORSEMENT BY

COMMITTEE c)

DRY EVALUATION  b)

RECOMMEND FOR
USE 7)

REVIEW & ASSESMENT
REPORT PROVIDED BY

MDA i)

RECOMENDED FOR
USE 7)

YES

YES

ENDORSE DURING
MEETING OR BY
CIRCULATION ii)

YES

RECOMENDED FOR
USE 7)




