
Products On Market Risk Management Plan
Post Market Surveillance 

Review Technical 
File Front Page

New Risk 
Assesment(s) 

Required?
Perform Risk 

Assesment on 
Individual Files

Any Outstanding 
PMS Reports

No

Yes

Process Complete

No

Start PMS Report
On Technical File 

Outstanding

Yes

Review Products in 
File - Any Missing?

Add Product Codes 
to File

Yes

*Note Issues Review will pull up any internal Issues generated or still outstanding since the Last review date,
Areas covered are ALL areas where Issues can be Created, Including but not limited to:

Goods In,Order Processing,QA Processing, Production Processing, QA Failures, Customer Complaints, Service/Repairs, 
Goods out

Supplier Reviews 
upto date

No

Perform Supplier
Review No

START

Review Sales / Tick 
Add Notes 

Futher action to 
create Issue if 
further Action 

Required

Review Sales 
Countries

Any Identifiable 
Risks with countries 
- Tick Futher Action

Review Returns 
Statistics

Any Identifiable 
Risks - Tick Futher 

action Required

Review Design 
Change Documents

Any Identifiable 
Risks - Tick Further 

Action

Review Current 
Labels

Any Identifiable 
Risks - Tick Further 

Action

Review All New 
documentation
Any Identifiable 

Risks - Tick Futher 
Action

Issues Review
Any Identifiable 

Risk - Open Issues 
and Create Non 
Conformance 

Futher Issue, AND 
Tick Further Action 

Required

See *Note for 
Details on Issues

Perform Google 
search For Clinical 
Reports, Download 

and upload to 
Technical File

Any Risks Identified 
Select Yes 

otherwise Select No

Do any of the 
Results indicate the 

Technology is 
outdated?
Select Yes 

Otherwise Select 
No

Perform Google 
search For 

FDA/MHRAl 
Reports, Download 

and upload to 
Technical File

Any Risks Identified 
Select Yes 

otherwise Select No

Do any of the 
Results indicate the 

Technology is 
outdated?
Select Yes 

Otherwise Select 
No

Click Sign Off 
Review

Download the 
resulting Proof on 
Completion PDF
and Upload to the 

technical file on top 
of the OLD version

Any Followup Issue 
will now be in the 

Issues system and 
dealt will 

accordingly


