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Meet the Speaker

Jackie Morrill

Title: Executive Director, TMF Education

Organization: LMK Clinical Research Consulting/TransPerfect

I have 17 years of experience in clinical trial coordination and 
process improvement within the healthcare, biotech, and 
pharmaceutical industries.

Since 2013, my dedicated focus has been on all things TMF. My 
experience includes oversight of eTMF implementations, 
coordination of large migration and QC projects, development of 
robust TMF metrics programs, overhaul of TMF processes, 
extensive inspection readiness preparation for FDA, MHRA, and 
PDMA inspections, and the creation of LMK’s accredited TMF 
University program.



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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• The author has no real or apparent conflicts of interest to report.
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TMF Reference Model
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More than just 

a TMF Index!

Startup

Conduct

Closeout/ 
Archival
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Life Before the TMF Reference Model

• To maintain clinical trial records

• Limited guidance from regulators

Regulatory 
Requirement

• No comprehensive common model

• ICH GCP Section 8 provides no structure
Lack of Guidance

• Content and organization

• Terminology and nomenclature
Variability
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What is the TMF Reference Model?

Provides a standardized 
taxonomy and metadata.

Outlines a reference definition 
of TMF records using 
standard nomenclature.

Single, unified interpretation 
of the regulations and best 
practices for TMF records.

Expands on ICH GCP Section 
8 Essential Documents to 
provide a more 
comprehensive list of 
expected TMF records. 
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Poll Question

Does your organization use the TMF Reference Model?

• Yes

• Yes, with modifications

• No

• Unsure

• Unwilling to say



Startup

TMF Index

TMF Plan
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Startup

Conduct

Closeout/ 
Archival
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TMF Index
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WHAT records/artifacts are 
expected?

WHO is the artifact owner?

WHERE is the artifact 
located?

WHEN is the artifact 
expected?

TMF 
Index

WHAT

WHO

WHERE

WHEN
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TMF Index
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STEP 3

Study-Specific 
TMF Index

STEP 2

Company-
Specific TMF 

Index

STEP 1

TMF 
Reference 

Model
Starting point for a TMF Index

Addition of company-specific artifacts 
(forms, templates), process details, 
expectations (translations, metadata, 
naming and dating conventions)

Document study-specific expectations – 

applicable artifacts, artifact owner, 

artifact location

2024 Europe CDISC+TMF Interchange | #ClearDataClearImpact



TMF Index
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Company-Specific

Study-Specific
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TMF Plan
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Key 

Concepts
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Conduct

TMF Health

Quality Reviews

Outsourcing

Oversight
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Startup

Conduct

Closeout/ 
Archival
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Pillars of TMF Health
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Driving Quality with the TMF Reference Model

Establish expected 
records 

(Completeness)

Drive functional 
responsibilities/ 
review (Artifact 

Owner)

Understand where 
records are located 
(Artifact Location)

Align reviews with 
milestones and 

events (Timeliness, 
Completeness)

Naming and dating 
conventions, 

metadata 
requirements 

(Quality)
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TMF Outsourcing

The sponsor is responsible for ensuring that the TMF is inspection ready 
regardless of who “holds” or manages the TMF on their behalf. 

Third Parties can be contracted to provide oversight.

CRO/Vendor may conduct internal oversight activities. 

TMF Plan should address the management and oversight of the TMF.

Ensure the TMF Plan/Index reflects who is responsible (sponsor and/or 
delegate) and where the record resides. 
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TMF Oversight
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• Sponsor

• CRO/Vendor

• Records/ Artifacts

• Adherence to process/ plan

• TMF Health Metrics

• Establish cadence

• Document plan and 

evidence

• Authoritative source 

location per TMF index

• Regulations/ Guidances

• Processes

• Inspection Readiness

TMF 
Oversight

Who

What

WhenWhere

Why
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Closeout and Archival

Final Quality 
Reviews

TMF Transfer 
Planning

19

Startup

Conduct

Closeout/ 
Archival
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TMF Transfer Planning: Index Mapping
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Thank You!
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