
 

 
C

ur
re

nt
 P

ha
rm

ac
og

en
om

ic
s 

an
d 

Pe
rs

on
al

iz
ed

 M
ed

ic
in

e

�����	�������	
�������	������	�

�������
����	
�

Send Orders for Reprints to reprints@benthamscience.ae 36
 Current Pharmacogenomics and Personalized Medicine, 2016, 14, 36-49  

RESEARCH ARTICLE 

The Gatekeeping Function in Personalized Medicine Initiatives 

 

Gratien Dalpé
1
, Emily Kirby

2
, Ida Ngueng Feze

1
, Anne-Marie Tassé

2
, Bartha M. Knoppers

1
,  

Pavel Hamet
3
, Johanne Tremblay

3
, Michael S. Phillips

4
 and Yann Joly

1*
 

1Centre of Genomics and Policy, Department of Human Genetics, Faculty of Medicine McGill University, 
Montreal (QC), Canada; 2Public Population Project in Genomics and Society (P3G) Montreal (QC),  
Canada; 3CHUM Research Center, Centre hospitalier de l'Université de Montréal, Montréal, Canada; 
4Genomics Medicine Ireland, Dublin, Ireland 

 

A R T I C L E   H I S T O R Y 

Received: July 05, 2016 

Revised: December 07, 2016 
Accepted: December 13, 2016 

 

DOI: 
10.2174/187569211566616122010 
1851 

Abstract: Background: With the use of next generation sequencing technologies, transla-

tional research is becoming a catalyst for the implementation of personalized medicine 

(PM). To implement PM, we will also need to ensure that sensitive results are shared, used 

and returned to the participants in compliance with applicable ethical and legal frameworks. 

Furthermore, the increasingly blurred distinction between research and clinical practice in 

this context will require improving governance processes to better protect the rights and in-

terests of research participants. In response to this challenge, innovative solutions are 

emerging in the literature, including that of a “trusted third party” or “gatekeeper”.  

Objective: Our research seeks to explore the multiple roles that such a gatekeeper could un-

dertake in the context of PM and to implement some of these roles in a customized gate-

keeper framework.  

Method: The research consists of a comparative analysis of the governance frameworks of 

selected large-scale PM projects. A gatekeeper framework, namely the DataTrust, is pre-

sented to provide a prototype for other research projects to use or build on.  

Results: Possible oversight functions, roles and responsibilities of a gatekeeper are identi-

fied leading to the development of the DataTrust. Such functions, roles and responsibilities 

may include, but are not limited to: protecting the integrity of the consent process; safe-

guarding data confidentiality; reviewing access requests from members of the scientific 

community; and ensuring overall ethics compliance and oversight for the return of results.  

Conclusion: We propose that the integration of a gatekeeper, with specific functions tai-

lored to each project, could enhance compliance with applicable ethical and legal standards 

and protect the rights and interests of research participants.  

Keywords: ELSI, gatekeeper, governance framework, independent oversight, personalized medicine, return of results, trusted 

third party. 

1. INTRODUCTION 

Genomic research is increasingly generating knowl-
edge about the origins of diseases and fostering the de-
velopment of new molecular diagnostic tests and thera-
pies [1]. Founded on data-intensive science, personal-
ized medicine (PM) promises the transition to more 
individualized and evidence-based clinical decision-
making processes, including the identification of  
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targeted therapies and applications in pharmacogenom-
ics, the latter linking the genetic variants of an individ-
ual to drug response [2]. Although genomics plays a 
central role, PM also involves investigating the contri-
butions of lifestyle, epigenetics, and gene-environment 
interactions to health or disease [3]. PM has been ap-
plied successfully to tumour profiling in non-small cell 
lung cancers and to stratification of neonatal diabetes 
mellitus and cystic fibrosis [4].  

Increasingly, PM and translational research projects 
using gene panels, genome wide association studies, or 
other types of next generation sequencing methods (ex: 
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