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STEERING COMMITTEE 
 

NOMINEES FOR FOUR VACANCIES 
 

APRIL 2019 
 
 
SHOLEH EHDAIVAND 
 
EMPLOYER:  LMK Clinical Research Consulting 
JOB TITLE: Principal Consultant 
GROUP:  Consultant  
LOCATION:  USA 
 
RECENT REFERENCE MODEL ACTIVITY: 

 Survey Committee Member 

 Exchange Mechanism Committee Member 
 
Sholeh is an internationally known TMF SME with over 15 successful years of experience in 
the Clinical Research Industry. Her expertise and knowledge in all areas of study 
management and operational aspects of the clinical trial and document management 
processes has made her a leader and trusted expert. Her experience includes the TMF RM 
SME, eTMF management, domestic and international pharmaceutical and biological clinical 
trials, clinical trial management, site selection, vendor relations, electronic document 
management, regulatory submissions, quality control processes and implementation and 
regulatory inspection preparation, and participation.  
 
She is currently a Principal Consultant at LMK Clinical Research where she supports a 
diverse group of clientele achieve Inspection Readiness through their clinical trial 
documentation.   
 
When Sholeh is not busy with LMK, she is active in her community participating in a number 
of charitable organizations including Make-A-Wish, The American Cancer Society, Junior 
League of Charlotte, and Jack and Jill of America. 
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JP MICELI 
 
EMPLOYER:  Advanced Clinical 
JOB TITLE: Associate Director, Document Management 
GROUP:  CRO 
LOCATION:  USA 
 
RECENT REFERENCE MODEL ACTIVITY: 

 Change Control Board member 

 TMF RM Zone 7 (Safety Reporting) SME Group leader 

 TMF RM Zone 1 (Trial Management) SME Group member 
 
When I was first introduced to the Reference Model in 2009, I couldn’t understand why 
people were so excited about a file structure!  They spoke with such passion and energy 
about how important and beneficial this would be.  As I eagerly listened, they urged me to 
become involved with the initiative, and I ultimately joined a review team.  I was immediately 
fascinated by the hard work and effort being put into this industry-wide initiative.  From then 
on, I was completely focused on learning as much as possible so I could help contribute to 
creating this standard.  10 years later, those same people have revolutionized the TMF 
industry, and are amazing leaders. 
 
If given the opportunity to become a member of the SC, I will bring that same passion 
combined with my knowledge and expertise, as shown to me by those who paved the way 
for this to even be possible. 
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MARIE-CHRISTINE POISSON-CARVAJAL 
 
EMPLOYER:  Pfizer 
JOB TITLE: Head of TMF & Registry Operations 
GROUP:  BioPharma 
LOCATION:  USA 
 
RECENT REFERENCE MODEL ACTIVITY: 

 Steering Committee Member 

 TMF Management Plan 

 Survey subgroup 

 Sub-artifacts Team Member 
 
I bring over 30 years of experience in clinical trials during which I held different positions: 
monitor, study manager, clinical project manager, GCP auditor, SOP and Training manager, 
and for the last 8 years within TMF Operations as a TMF Operations lead, then became TMF 
business process owner and head of TMF Operations two years ago. 
 
I have contributed to several project activities and have been co-chairing the TMF Summit in 
the US for the last 2 years. 
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KAREN ROY 
 
EMPLOYER:  Phlexglobal Ltd 
JOB TITLE: Chief Strategy Office 
GROUP:  Vendor 
LOCATION:  United Kingdom 
 
RECENT REFERENCE MODEL ACTIVITY: 

 Steering Committee Chair 

 Investigator Trial Master File subgroup 

 Survey subgroup 

 Managing Project General Meetings 

 Managing LinkedIn Group 
 
  
The TMF Reference Model is my passion. Lisa Mulcahy and I started it in 2009, actively 
recruiting volunteers – today there are over 800! I was responsible for consolidating the very 
first version, for presenting it to the FDA and the MHRA, through all the versions to being 
deputy controller on version 3.0. Over this time I have been involved in the following 
initiatives: Manager of LinkedIn group, Zone Lead, ISF, Quality, Devices, Surveys, Webinars 
and Press Releases. Today I am Chair of the Steering Committee. 
 
I have 27 years of clinical research related experience and having only worked for Service 
and Technology Providers (CRO, EDC and TMF/eTMF), I can bring a wealth of varied 
experience to the Steering Committee and the TMF Reference Model in general. My passion 
is for efficiency and sharing of knowledge and best practice. I would be honoured to continue 
on the Steering Committee. 
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ALLISON VARJAVANDI 
 
EMPLOYER:  Astellas  
JOB TITLE: Director, Central Medical Files 
GROUP:  BioPharma  
LOCATION:  USA 
 
RECENT REFERENCE MODEL ACTIVITY: 

 Steering Committee Member 

 Japan GCP subgroup 
 

I welcome an opportunity to continue serving the TMF Reference Model members as part of 
the Steering Committee.  As a current Steering Committee member, I enjoy the collaboration 
and work to provide strategic oversight to Reference Model initiatives in addition to my role 
as Secretary generating the agendas and minutes for the meetings.  In addition to my work 
on the Steering Committee, I participated in the TMF RM Quality Group and most recently, 
joined fellow Steering Committee members to initiate a new subgroup to align Japan GCP to 
the TMF RM.  I will continue to participate in that subgroup and I am excited about how the 
output can further expand the use of the TMF Reference Model globally.   
 
Finally, I believe I can continue to effectively serve on the TMF RM Steering Committee by 
contributing a perspective from my experience aligning a large global organization to TMF 
industry standards. 


