
<<In progress>>

05.11.03. Undertake 
inspection

<<In progress>>

05.11.03. Undertake 
inspection

<<In progress>>

05.11.02. Schedule 
inspection

<<In progress>>

05.11.02. Schedule 
inspection

05.11.02. Schedule 
inspection

2 weekly2 weekly End EventEnd Event

Recommendat
ion for 

inspection

Recommendat
ion for 

inspection

View 05.11. Inspections

BPMN 2 Model Model: Work in Progress AUTHOR: 07/08/2021 by Jessica Germann VERSION AUTHOR: 19/03/2024 by Strong, Jon

<<Backlog>>

05.11.05. Conduct 

Inspection Action 

Group meeting

<<In progress>>

05.11.01. Decide on or 

trigger Inspection

05.11.01. Decide on or 

trigger Inspection

GMP  Start Events

Medical Gas 
licence 

inspection due 
date falling 

within 
planning 
period

GMP site 
inspection due 

date falling 
within 

planning 
period

Market 
Authorisation 

application 
received GMP 

whistleblower 
information 

receivedIAG1 
inspection 

request 
received

Interim 
Compliance 

report 
received

General 
intelligence 

received

CMT 
inspection 

request 
received

MOU / MRA 
inspection 

request
IAG2 

inspection 
request 
receivedChange of 

ownership 
application 

received
MOU 

inspection 
request 
received

Other 
inspection 

request 
received

GMP 
application / 

variation 
received

Blood Bank 
Annual risk 
assessment 

triggered

GDP Start  Events

GDP 
application / 

variation 
received

MOU 
inspection 

request 
received

Change of 
ownership 
application 

received
Single site 

licence due 
date falling 

within 
planning 
period

IAG1 
inspection 

request 
received

Multi site 
licence due 
date falling 

within 
planning 
period

IAG2 
inspection 

request 
received

CMT 
inspection 

request 
received

GDP 
whistleblower 

information 
received

Other 
inspection 

request 
received

General 
intelligence 

received

GCP Start events
Intelligence / 
request from 

licensing 
assessors or 
clinical trial 
assessors in 

CIT

Routine GCP 
risk 

assessment 
triggered

Market 
Authorisation 

application 
received General 

intelligence 
received

GCP Phase 1 
accreditation 

initial 
application 

received GCP 
whistleblower 

information 
received

GCP Phase 1 
accreditation 
3-yearly re-

accrediatation 
inspection 
triggered

GCP serious 
breach 

notification 
received

GLP/ Labs Start events

GLP/ GMPQC 
inspection due 

date falling 
within 

planning 
period

GLP/ Labs 
whistleblower 

information 
received

GLP member 
change 

notification 
form received

GCP serious 
breach 

notification 
received

Labs request 
to join GLP 
programme 

received

CMT 
inspection 

request 
receivedCHM 

intelligence 
received GMPQC 

application / 
variation 
receivedIAG2 

inspection 
request 
received

IMT inspection 
request 
received

General 
intelligence 

received
Partner 

regulator 
inspection 

request 
received

Regulator 
inspection 

request 
received

GPvP Start events

Routine GPvP 
risk 

assessment 
triggered GPvP 

whistleblower 
information 

receivedSafety & 
Surveillance 
request for 

pre-
authrorisation 
/ pre-launch 
inspection

CMT 
inspection 

request 
received

CHM 
intelligence 

received

Inspection 
closed - no 
certificates 

created

GxP Certificate 
issued

Recommendat
ion to 

withdraw 
application 

sent

No inspection 
required

Inspection 
request 

suppliers 
notified of no 

inspection

Application / 
variation 
approved 
without 

inspection 
with / without 

GMP / GDP 
certificate

Application /  
variation sent 

back to PCL for 
amendment.

Recommendat
ion to reject 
application/
variation (to 

IAG1)

https://mhra.sharepoint.com/sites/iServer365/Work in Progress Document Library/GxP Processes/GxP Consolidated Process/05.11.02. Schedule inspection.vsdx
https://mhra.sharepoint.com/sites/iServer365/Work in Progress Document Library/GxP Processes/GxP Consolidated Process/05.11.02. Schedule inspection.vsdx
https://mhra.sharepoint.com/sites/iServer365/Work in Progress Document Library/GxP Processes/GxP Consolidated Process/05.11.01. Decide on Inspections.vsdx
https://mhra.sharepoint.com/sites/iServer365/Work in Progress Document Library/GxP Processes/GxP Consolidated Process/05.11.01. Decide on Inspections.vsdx

	View 05.11. Inspections.vsdx
	Page-1


