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Reason for Risk Assesment




Document Apgar Timer 2 Post Market Surveillance Revision ID55922 Is linked to the Following Standards and processes
Risk
Assesment
ID55922

Question
Does
Update
Affect

Risk on Update Notes On Risk / Benefits statement if
required

Further Action Required
on Issue

55922Q0 Does this Update warrant updating Any External Parties due to any Terms and
Conditional Agreements E.G. Notified Body or is the update a Significate
change to any ISO Certifications

Does
Update
Affect?
No

Risk Freqency
due to Update
1.Improbable

Risk Likly Due
to Update
1.Negligible

Action
Required:
No Action
Required

Notes On Risk / Benefits statement if
required




Further Action Required
on Issue




55922Q1 Does Apgar Timer 2 Technical file #22 

Of type 1 require any Notificaions and/or Risk assesment updates

Does
Update
Affect?
No

Risk Freqency
due to Update
1.Improbable

Risk Likly Due
to Update
1.Negligible

Action
Required:
No Action
Required

Notes On Risk / Benefits statement if
required




Further Action Required
on Issue




55922Q2 Final Notes



Post Market Surveillance

https://www.vmsecure.me.uk//intranet/databases/iso_documents/risk_asses_docid.php?zz=1&A=&vui=2&user=Derek%20Lamb&idp=rabPlHYj6uUW6&mph=&sessionid=953139e1d8409849d406f3575278a520&menusearchtype=&docid=55922&emptyform=1


SAVE FORM

No ISO Procedures or Process

are negativly affected by updating this document with the new document proposed


