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HOUARIA DAHMANE 
 
EMPLOYER:  DBV Technologies 
JOB TITLE: Trial Master Files Specialist 
GROUP:  BioPharma 
LOCATION:  France 
 
I would like to be part of the Steering Committee because it is interesting and useful to 
gather our knowledge and our experience on TMF. Since March 2017 I have been acting as 
TMF Specialist in a growing biotechnology company and we still use paper TMF.  Before 
that, I worked 7 years at ICON as a global CTA where I could use different electronic TMF 
systems. 
 
I want to be part of the group to learn and also pass on my knowledge. I really want my 
company to be proud of having a good TMF structure and up-to-date with the latest 
regulations. 
 
 
ERIC FENAUX 
 
EMPLOYER:  AKKA Technologies 
JOB TITLE: Senior Engineer, Information Management 
GROUP:  Consultant 
LOCATION:  Belgium 
 
I have 12 years of experience in information management in general and document 
management in particular, in heavily regulated environments. I spent most of the last 5 years 
supporting TMF RM related projects.  
 
Further to a first experience as team lead for the new TMF RM Implementation Guide, as 
part of the TMF RM toolkit working group, I would be pleased to extend my involvement in 
the TMF initiative.  
 
To join the steering committee would be an opportunity to share with industry influencers, 
propose ideas based on a possibly different experience of the TMF, review ideas and 
proposals from stakeholders from different horizons.  
 
In summary, I am convinced I could add my small part to the TMF enterprise while also 
sharing in a fabulous learning experience. 
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PAUL FENTON 
 
EMPLOYER:  Montrium 
JOB TITLE: CEO 
GROUP:  Vendor 
LOCATION:  Canada 
 
 
I have been working within the area of clinical trial technology for the last 17 years both in 
Europe and North America and for the last 10 years have been actively involved in the 
development of eTMF solutions. I have previously served as a steering committee member 
and am currently the co-chair of the TMF Reference Model Exchange Mechanism sub-
group. This sub-group is focusing on the development of an interchange standard for TMF 
artifacts. I believe that I can bring a strong vision and direction from a technology standpoint 
to the steering committee as we move forward as an industry towards more holistic 
electronic trial master files. Finally, given the current regulatory changes that we are seeing 
emerge in relation to data integrity, electronic records management and eTMF, I feel that my 
background in computerized systems regulatory compliance and auditing will be a valuable 
asset to the TMF reference model group. 
 
 
RUSSELL JOYCE 
 
EMPLOYER:  Heath Barrowcliff Consulting 
JOB TITLE: Director 
GROUP:  Consulting 
LOCATION:  UK 
 
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 
Director of the Scientific Archivist Group, I lead working groups to draft an impact 
assessment of EU Clinical Trial Regulation 536/2014 and to draft guidance on the production 
of “certified copies”. I also co-lead a SAG / DIA working group developing criteria for 
selecting eTMF technologies.  
 
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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PATRICIA SANTOS-SERRAO 
 
EMPLOYER:  MasterControl 
JOB TITLE: Director, Clinical & Regulatory Solutions 
GROUP:  Vendor 
LOCATION:  USA 
 
I entered Life Sciences in 1994 working at Schering Plough, and later at Boehringer 
Ingelheim (BIPI) in Clinical and Regulatory Affairs.  I headed a project at BIPI to implement a 
global EDMS for R&D, regulatory and clinical, as well as a CTMS and Submission 
Publishing solution.  In 2003, I moved to the vendor side with companies like Liquent, CSC, 
QUMAS and MasterControl helping customer implement solutions with a focus on document 
management for eCTD and clinical study management and TMF.  
 
In my current role, I work with various sponsor and CROs to help implement business 
processes and solutions for eTMF management.  This diversity in customer interactions 
provides me insight into the various needs for eTMF management which gives me a unique 
perspective to the different challenges faced by those industries as I also serve the role as 
Product Manager helping define the product strategy for MasterControl clinical solutions.   
 
 
WENDY TRIMBOLI 
 
EMPLOYER:  Eisai 
JOB TITLE: Head of TMF Management and Compliance 
GROUP:  BioPharma 
LOCATION:  USA 
 
In my role as Director, Head of Global TMF Management and Compliance at Eisai, I provide 
leadership and strategic direction to the functional groups that contribute to the TMF and our 
partner CROs. I have been responsible for implementing our eTMF with the Eisai Japan 
teams and also lead a team of TMF Specialists who perform Quality Control review of 
clinical trial documents utilizing a risk-based approach. Most importantly, I have implemented 
the TMF Reference Model as the Eisai Global TMF Structure.  I have been a member of the 
TMF Reference Model working group since 2011, and have been involved in a number of 
initiatives, including the development and implementation of Version 3 of the TMF RM, 
change control teams and TMF Plan and have been a regular presenter at TMF conferences 
globally.  I would be honored to join the TMF Reference Model Steering Committee to help 
steer the direction of the Model, and to bring my global experience to the group. 
 


