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KRISTEN BRETZIUS 
 
EMPLOYER:  PSI 
JOB TITLE: Documentation Center Manager 
GROUP:  CRO 
LOCATION:  United States 
 
RECENT REFERENCE MODEL ACTIVITY: 

• Change Control Board Member 

• Artifact Subtype Team 

• Zone 4 SME Team (Team Lead) 

• Zone 5 SME Team (Team Lead) 
 
I have worked in Records Management for 13 years. I began as a Document Coordinator in 
a construction company at a major pharmaceutical plant, from there into the role of Data 
Coordinator with a large CRO and eventually ended up in an entry level position here at PSI.  
 
In my 10 years at PSI I have helped initiate two eTMFs, managed 100’s of master files and 
undergone numerous audits with little to no findings in my department. Currently I am in 
charge of TMF operations for the North America, the U.K., Latin America, and Australia while 
sharing lead responsibilities for Asia with a European colleague.   
 
I have been a member of the TMF RM Group since November of 2016 and volunteer 
whenever I can, currently on the CCB, Subtypes and the Framework for the Destruction of 
Paper for the DIA RM Community. 
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KATHIE CLARK 
 
EMPLOYER:  IQVIA 
JOB TITLE: Director, Product Management 
GROUP:  Vendor 
LOCATION:  United States 
 
RECENT REFERENCE MODEL ACTIVITY: 

• Steering Committee Member 

• Artifact Subtype Team 

• Exchange Mechanism Team 

• Exchange Mechanism – Vendor Team 

• Inspection Readiness Team (Team Lead) 

• Document Dating Conventions Team 
 
 
I’ve been working with eTMF for about 10 years, and have participated in the TMF 
Reference Model since Version 1.   During that time, I have worked with many sponsor and 
vendor organizations, ranging from top 10 pharma companies to boutique CROs, to help 
them implement TMF technology and best practices. 
  
I have been a member of the TMF Reference Model Steering Committee for the last two 
years.  My contributions to the community have included: 
 

• Leading and preparing deliverables for the Metrics, Inspection Readiness, Working 
Groups  

• Leading the Zone 7 team for TMF Reference Model Version 3 

• Participating in the Document Dating Convention and TMF Exchange Working 
Groups 

 
I have also shared my research and learnings about topics ranging from GCP Signature 
Requirements to Health Authority guidance documents with the community in journal 
articles, conference presentations and white papers. 
  
I look forward to new challenges in advancing the state of the art for TMF! 
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DAVID IVES 
 
EMPLOYER:  Vertex Pharmaceuticals Inc. 
JOB TITLE: Head TMF Compliance & Oversight 
GROUP:  BioPharma 
LOCATION:  United States 
 
RECENT REFERENCE MODEL ACTIVITY: 

• Artifact Subtypes Team 

• Annual Survey Team 
 
I love TMF; in fact my car has a bumper sticker that reads “I’d rather be in my TMF!” I have 
been involved in several DIA working groups and truly value the collective knowledge that is 
brought to bear through the group.  I would relish the opportunity to utilize my experience 
and expertise to be part of the steering committee for such an amazing organization.  
 
I currently run the TMF Compliance & Oversight and Clinical Information Management 
functions at Vertex and I am currently also the GCP Archivist for the company.  I am lucky 
enough to have a great team and together we oversee the management of the TMF from 
startup to archiving in a multitude of models with a variety of CRO partners.  I have tirelessly 
driven a broader understanding and appreciation of the importance of a TMF across my 
organization.  
 
In addition to practical knowledge of TMF planning, setup, and maintenance due to my GxP 
archiving background I have a strong understanding of the regulations and guidance 
regarding properly archiving TMFs and how to successfully implement procedures and best 
practices to meet those expectations.  I would love to bring that experience to help our great 
organization continue to succeed. 
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RUSSELL JOYCE 
 
EMPLOYER:  Heath Barrowcliff Consulting 
JOB TITLE: Director 
GROUP:  Consulting 
LOCATION:  UK 
 
RECENT REFERENCE MODEL ACTIVITY: 

• User Guide / Implementation Guide Team 

• Observational Studies Team (Team Lead) 
 
An instigator of the concept of a process-based TMF index whilst working on a TMF project 
for Takeda in 2007 (later explored by the GCP Records Managers Association), I am an 
enthusiastic proponent of the value of the TMF Reference Model, which I steadfastly 
promote as a records management and information governance consultant advising clients 
on eTMF implementations and associated process improvement opportunities.  
 
A former Executive Committee Member of the GCP Records Managers Association and now 
an Executive Committee Member of the Health Sciences Records and Archives Association 
(HSRAA), I have led working groups (for HSRAA) to draft, among others, an impact 
assessment of EU Clinical Trial Regulation 536/2014, guidance on the production of 
“certified copies”, and (for an HSRAA / DIA working group) criteria for selecting and 
evaluating eTMF technologies. I am also co-chair of the DIA Document and Records 
Management Community. I am now leading a new Reference Model team for non-
interventional studies. 
 
I should very much like use my knowledge and experience to work with the Steering 
Committee to actively contribute to the continuing success and evolution of the TMF 
Reference Model. 
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JACKIE MORRILL 
 
EMPLOYER:  LMK Clinical Research Consulting 
JOB TITLE: Director of Clinical Operations 
GROUP:  Vendor 
LOCATION:  United States 
 
RECENT REFERENCE MODEL ACTIVITY: 

• User Guide / Implementation Guide Team 

• Zone 1 SME Team 
 
I am a Lean Six Sigma Green Belt certified clinical research professional with over a decade 
of experience in clinical trial coordination and process improvement in the healthcare, 
biotech, and pharmaceutical industries. For the past 5 years, my dedicated focus has been 
on all things TMF; first in the Clinical Operations Document Management group at Biogen 
and for the past 2 years as a TMF Consultant and Director of Clinical Operations at LMK 
Clinical Research Consulting. I have assisted clients with eTMF and eArchive vendor 
selection and implementation, large migration and QC projects, development of robust 
metrics and training programs, TMF process improvement, inspection readiness preparation 
for FDA, MHRA, and PDMA inspections, and so much more. 
 
In recent years, I’ve watched, with great joy, the TMF start to be given the respect and 
attention it so deserves and feel as though my participation on the steering committee would 
enable me to continue to push this trend forward! 
 
 


