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Carol is the Associate Director of TMF Services at Just in Time, GCP. Her 9+ years 

of TMF experience began with supporting Phase 1 clinical trials. Most recently her 
focus has been on supporting TMF activities across various portfolios and ensuring 
the overall health of the TMF. Her responsibilities include QC support and 

management, migrations, training, audit prep and assistance, staff management, 
and development of standardized processes.

Dawn is recognized for her expertise in building TMF in a document management 
system from the ground up (including metrics and QC checks). She is a member of the 
CDISC TMF Reference Model Steering Committee and Chair of the Education 
Committee. She has extensive experience and strength in establishing trial master file 
structures and streamlined approaches to reduce risk. She has presented as a 
Subject Matter  Expert at numerous conferences on the importance of TMF inspection 
readiness.
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What Is the Trial Master File (TMF)?
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Records which individually and collectively permit evaluation of 
the conduct of a study and the quality of the data produced.

ICH GCP

The TMF is the collection of records that are created and maintained 

throughout the course of the conduct of a study that allows for the 

evaluation of:

• The conduct of the clinical trial

• The integrity of the trial data

• The safety of the study participants 

• The compliance of the trial with Good Clinical Practice (GCP)



What is Record Quality Check (QC)

• Process of checking and verifying that documents meet the quality criteria before 
they are filed. Ensures that product quality is maintained or improved. 

• Records should be checked for quality prior to uploading by the Functional Area 
(record owner) into the eTMF to ensure:

• Completeness

• Final

• Signed, if applicable

• Formatting

• No PHI is present

• Relevant to the study

• Not a duplicate

• Legible

• Proper filing and metadata applied and ensure that they meet the ALCOA+ 
Principles
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BusinessTools

Used to ensure consistency in the TMF record management process... leads to the parameters by 
which the TMF records are QC’d and filed

• TMF Index 
• Standardized listing of a company’s TMF using standard naming conventions and filing level 

at which the record will be created and collected. Lists the location, ownership and how the 
record will be managed throughout the study. 

• TMF Plan 
• Describes how records for the trial will be managed and stored during and after the trial, 

including study-specific processes and documentation for archiving and destruction.

• Business Rules
• Formal/Informal process related record to assist users in the management of their owned or 

delegated TMF record. An example is “Naming Conventions for TMF Records”
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TMF Index

A roadmap for your TMF.

• What records are expected

• Who is responsible for creating/
collecting/filing the records

• Where the records are filed

• When the records are expected

• *Standardization for filing, naming, and 
dating conventions

A tool for regulatory inspectors

TMF 
Index

What

Who

Where

When
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Screenshot of TMF Ref Model Index
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Ensuring TMF Quality with Risk-Based Approach
 

Establish what
is critical

Align with
regulatory expectations

Identify which records 
and/or the amount of 

records percentage of what 
you should check 

Align the scope of Periodic 
Quality Review with RBA

Define how often
the Quality Oversight 

Review is performed and 
by whom

Evaluate if risk appropriate, 
and modify as needed

What exactly is a risk-based approach?

• Identifying and assessing potential risks early in the process, allowing organizations to take 

proactive measures   to mitigate these risks before they escalate into quality issues.

• Focuses on the critical areas  (essential documents) of the TMF (essential records) of the TMF (i.e. 
the ones that matter)

• Can also be defined by an organization’s risk tolerance (i.e. what they are comfortable with) 
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Ensuring TMF Quality with Risk-Based Approach
 

No oversight of the QC 
Process

Waiting until the end of 
the study to perform any 
review activities

Thinking that having an 
eTMF and processes 
eliminates the need for 
Quality Control

Randomly not reviewing 
records without a 
justification

Misaligned with the 
company's comfort level 
with risk

What Risk-Based Approach Is Not
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Quality

"...All clinical trial information shall be 
recorded, processed, handled... in such a 
way that it can be accurately reported, 
interpreted and verified...“
 

                  EU Regulation Article 56   
 

" Quality control should be applied to 
each stage of data handling to ensure 
all data are reliable and have been 
processed correctly.“
 

                                 ICH E6(R2), 5.1.3

The data integrity
of TMF records

Consistency of record
filing location and naming

Part of inspection
readiness of TMF
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Driving Quality
 

Part 1: Using Pillars of TMF Health

Timeliness

Define dates
to measure

Completeness

Define what
is expected
and when

Quality

Ensure records, 
metadata, and

filing are high quality 
and correct
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How does Quality Control impact Periodic reviews?

 By performing periodic reviews, you are focused on building a TMF based on Quality by Design from 
the start! 
Having quality records in the TMF ensures that the TMF is Inspection Ready at all times, and it is able 
to tell the story of the study when filing is accurate and consistent 

Risk-
Based

Milestone 
Driven

FunctionalOversight
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Risk Process 
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References and Resources

• Introduction to the TMF Ref Model

• ALCOA

• CDISC Resources

• Fundamentals of TMF

• EMA Guidances
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