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MHRA TMF Finding Inspection Checklist 
Introduction 

On February 12, 2021, The UK Medicines & Healthcare Products Regulatory Agency (MHRA) published their 
annual GCP INSPECTIONS METRICS REPORT. This report covered the period from 1 April 2018 to 31 March 
2019. 
 

The report provides excellent insight into MHRA’s compliance concerns.  In this edition, there were a number 
of detailed findings related to the Trial Master File. 
 

The report includes findings in three categories:  
 

 Sponsor: 8 inspections, 4 with at least one critical finding, and 7 total critical findings.  2 of these were di-
rectly related to the Trial Master File. For one sponsor, this was a major finding at the previous in-
spection of this organisation and was therefore escalated to a critical finding 

 CRO: 11 inspections, 4 with at least one critical finding, and 6 total critical findings.  1 of these was directly 
related to the Trial Master File. 

 Non-Commercial Entity: 11 inspections, 2 with at least one critical finding, and 3 total critical findings. 1 of 
these was indirectly related to the Trial Master File. 

 

TMF-related observations were also common beyond critical findings.  Although MHRA does not provide de-
tails, Record Keeping/Essential Documents was actually the most common area of findings, accounting for 
about 18% of all total findings for sponsor inspections. 
 

Trends 

The report contained a total of 33 individual observations related to eTMF.  When the observations were cat-
egorized, a number of trends emerged, which are summarized below (showing only observations that oc-
curred more than once). 

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/961531/GCP_INSPECTIONS_METRICS_2018-2019_final_12-02-21.pdf
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Some important trends include: 
 

 TMF Completeness.  Numerous observations related to the completeness of the TMF.  In some cas-
es, completeness was lacking because the scope of the TMF did not include all essential documents, es-
pecially if not stored in the core eTMF.  Other observations could be traced to failure to file required doc-
uments and lack of oversight in including completeness.  TMF completeness issues are not new or sup-
pressing, but show that some organizations are not taking action based on previous years’ observations. 

 Ancillary Systems.  This area showed increased focus by MHRA.  Observations included failure to 
define ancillary systems as containing TMF content, lack of control and oversight, and failure to define 
the system of record in TMF SOPs and indices.  As a result, this area is tightly coupled. with completeness 
issues. 

 Naming Conventions.  Inspectors should be able to rely on consistent naming conventions to iden-
tify documents and understand their contents without having to open documents. 

 

Recommended Review Actions 

The table below catalogs each MHRA TMF-related observation and a set of review actions recommended to 
avoid such observations.  Some of the actions are one-time actions, some are periodic, and some would be 
used pre-inspection.  Because the MHRA had similar findings for multiple organizations, a given action may 
appear multiple times. 
 

The TMF Reference Model has published several recourses that may be helpful in implementing review ac-
tions: 
 

 Inspection Readiness RACI: RACI Toolkit to help prepare TMF for regulatory inspections (Approved 09-

Nov-2016)  
 Inspection Readiness Presentation: PowerPoint slides presented to group meeting January 9, 2017 

 Inspection FAQs: Common inspection questions with answers, and regulatory resource list (Approved 15-

Mar-2017) 
 Date Conventions Guidance: Guidance notes to be used with Date Conventions columns (Approved 15-

Feb-2017) 

https://tmfrefmodel.com/wp-content/uploads/2017/01/tmf-rm-deliverable-inspection-readiness-raci-2016-11-09.xlsx
https://tmfrefmodel.com/wp-content/uploads/2017/01/2017-01-09-inspection-preparation-presentation.pptx
https://tmfrefmodel.com/wp-content/uploads/2017/01/2017-01-09-inspection-preparation-presentation.pptx
https://tmfrefmodel.com/wp-content/uploads/2017/04/tmf-rm-deliverable-inspection-faqs.xlsx
https://tmfrefmodel.com/wp-content/uploads/2017/05/tmf-rm-deliverable-guidance-for-date-conventions-2017-02-15.docx
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