
MDSAP AS F0017.1.003 Technical Review and Recognition Decision Flowchart

ATL/AO TRRC RACAPM

No

Yes

No

Yes

No

Yes

No

No

No

YesYes

No

Yes

No

Yes

Appeal denied

Appeal accepted

Technical Review Process and preparation of the 
assessment file for review and decision

D

Consensus is reached?

Any RA oppose the recommendation and isn´t 
possible to resolve the divergence?

TRRC Chairperson record the 
decision and its rationale and have 

all members sign it

APM reviews the assessment file and determines 
whether the AO should be authorized

A

TRRC reviews the file and 
proposal

3 Witnessed Audits 
(MDSAP AS P0012)

AO or Assessor 
provide requested 

clarification
Needs clarification?

Escalated nonconformities / 
Situation that requires a review of 

the recognition decision or 
imposition /removal of conditions?

Re-recognition 
Assessment 

Activities

Confirm that documents are in the repository and 
informs the RAs of the availability of the information 

APM request clarification 
from AO or ATL

TRRC Chairperson record the 
decision and its rationale

B

Appeal Procedure 
MDSAP AS P0021

C

D

TRRC Chairperson  
prepares the proposed 

decision

A

TRRC reviews the 
information and APM 

recommendation

Appeal?

TRRC Chairperson  
prepares the proposed 

decision

Recognition refusal / cease 
recognition

C

APM informs the AO about the decision / issues the 
recognition letter (if applicable)

Assessment Program Procedure MDSAP AS P0005

Conducting Stage 1 Assessment Procedure MDSAP AS 
P0013

On-Site Assessment MDSAP AS P0016

Special On-Site Assessment MDSAP AS P0020

AO Application for Recognition Procecure MDSAP AS P0010

Special Remote Assessment MDSAP AS P0014

AO Nonconformity MSAP AS P0015

Any major concern that 
requires a TRRC meeting?

A

APM issues “Authorization to perform audits under the 
Medical Device Single Audit Program (MDSAP)” letter

(MDSAP AS F0017.3 ) or informs the AO that some actions 
are required before the Authorization is granted.

Recognition/Re-recognition/
Extension of Scope/Restricition of 

Scope/Refusal to change the scope/
Maintenance of recognition/Addition 

or removal of conditions?

Revise decision

Decision 
confirmed

B

Anual Technical Review 
Process

APM informs the AO about the 
decision including the rationale

Consensus is reached?

A

Surveillance 
Assessment Activities

APM informs TRRC of the readiness of the file for their 
review and decision

LZB
Typewritten Text

LZB
Typewritten Text
2016-09-26

LZB
Typewritten Text


	MDSAP AS F0017.1.002 Technical Review and Recognition Decision Flowchart.vsd
	Página-1




