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Setup difficulties Implementing Policies for 
Translational Research in Electronic Health 

Records

Abstract
EMRs,	or	electronic	medical	records,	are	frequently	mentioned	as	an	 important	
new	 tool	 for	 integrating	 clinical	 trial	 capabilities	 into	 routine	 clinical	 practice.	
Nonetheless,	consolidating	clinical	exploration	and	clinical	consideration	exercises	
into	 one	 brought	 together	 electronic	 data	 framework	 requires	 incorporating	 a	
significant	group	of	administrative	necessities	and	institutional	strategies.	In	order	
for	 the	 EMR	 configuration	 to	 simultaneously	 meet	 all	 requirements,	 divergent	
interpretations	of	 internal	policies	and	external	 regulations	must	be	 reconciled.	
Additionally,	 attempts	 to	 implement	 potential	 policies	 in	 the	 EMR	 system	
revealed	 a	 number	 of	 commercial	 system	 limitations	 and	 inconsistencies.	 Until	
the	commercial	vendor	provides	 the	missing	 functionality,	 the	authors	describe	
a	set	of	compromises	that	will	be	implemented	at	The	Children's	Hospital.	Similar	
configuration	and	policy	issues	will	need	to	be	resolved	at	each	facility	of	an	EMR-
implementing	institution.	Before	incorporating	translational	research	capabilities	
into	 an	 operational	 EMR,	 the	 authors	 present	 a	 list	 of	 questions	 that	must	 be	
answered	categorically	in	order	to	highlight	these	configuration	difficulties.
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Introduction 
New	 remedial	 medicines	 and	 gadgets	 should	 go	 through	 a	
progression	of	continuously	more	rigid	planned	preliminaries	to	
acquire	administrative	endorsement.	Alternative	care	strategies	
are	frequently	compared	in	post	approval	prospective	trials	[1].	
However,	there	is	a	 lot	of	evidence	to	suggest	that	the	method	
used	to	organize	and	carry	out	these	crucial	clinical	trials	 is	not	
meeting	 the	 requirements	 of	 patients,	 clinical	 investigators,	
sponsors	 of	 the	 studies,	 or	 regulatory	 agencies.3,4	Only	 7%	of	
eligible	 patients	 enrol	 in	 clinical	 trials,	 and	 only	 3%	 of	 eligible	
patients	enrol	in	cancer	studies	[2].	86%	of	clinical	preliminaries	
neglect	to	finish	enlistment	on	time7;	85%	to	95%	of	the	additional	
days	 required	 to	 complete	 a	 trial	 are	 caused	 by	 investigators	
failing	 to	 recruit	 subjects	 on	 time.8	 Low	 recruitment	 rates	 not	
only	 prolong	 study	 completion	times,	 but	 they	 also	 cause	Due	
to	 the	 fact	 that	 the	majority	of	 studies	do	not	 include	women,	
minorities,	 children,	or	other	 vulnerable	populations,	 they	also	
pose	a	threat	to	the	generalizability	of	the	research.	Only	3%	of	
all	board-certified	physicians	participate	 in	FDA-approved	trials,	
the	number	of	first-time	clinical	investigators	decreased	by	11%	

between	 2001	 and	 2003,	 and	 half	 of	 all	 principal	 investigators	
never	 conduct	 another	 FDA-regulated	 clinical	 trial	 despite	 a	
significant	increase	in	the	number	of	new	trials	initiated	annually.	
Demonstrates	 examples	 of	 how	 clinical	 trials	 could	 be	 made	
more	efficient	by	utilizing	electronic	medical	records	(EMRs)	[3].	
Additionally,	electronic	medical	records	(EMRs)	have	the	potential	
to	support	both	clinical	care	and	clinical	research	simultaneously,	
streamlining	 and	 integrating	 clinical	 trial	 and	 care	 systems,	 as	
pioneers	of	EMRs	acknowledged.	The	government's	expectation	
that	 the	utilization	of	health	care	 information	 technologies	will	
significantly	expand	the	nation's	capacity	for	clinical	research	 is	
mentioned	 in	 the	National	 Institutes	of	Health	 (NIH)	Roadmap,	
the	 NIH	 National	 Center	 for	 Research	 Resources	 (NCRR)	
strategic	plan	for	2004–2008,	and	the	Department	of	Health	and	
Human	 Services	 Office	 of	 the	 National	 Coordinator	 for	 Health	
Information	Technology	strategic	framework	in	the	United	States	
[4].	Information	technology	has	also	been	mentioned	in	a	lot	of	
private	sector	reports	as	a	way	to	expand	public	access	to	cutting-
edge	and	experimental	treatment	options	that	are	only	available	
through	clinical	trials.
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Reviewing institutional research policies using 
clinical vignettes
By allowing or disabling users' access to specific functionalities, 
EMR systems have the potential to improve compliance with 
institutional policies if properly configured. However, when 
implemented in an EMR, long-standing institutional policies that 
appear acceptable on paper may result in workflows that are 
either impractical or unacceptable [5]. EMR systems' extensive 
logging and auditing capabilities may also increase the visibility 
of policy violations. As a result, careful alignment is required 
between the EMR configuration and institutional policies. All 
ambulatory clinics and inpatient settings at The Children's Hospital 
in Denver, Colorado, began using a comprehensive EMR in 2003. 
The rollout and design of the EMR will be finished. At that point, 
the electronic medical record (EMR) will store comprehensive 
clinical data from every patient encounter across the organization 
[6]. The integration of prospective clinical research and 
concurrent clinical care activities and requirements within an 
integrated EMR was a major goal of TCH from its inception. As 
a result, additional policy and regulatory requirements specific 
to prospective clinical research required that EMR capabilities 
be configured accordingly. We created a comprehensive clinical 
vignette that detailed all of the essential steps in a prospective 
clinical trial in order to keep policy discussions grounded in 
real-world issues. During routine ambulatory, inpatient, or 
emergency clinical care, the EMR stores all caregiver-generated 
clinical observations, notes, ancillary reports, and test results in 
this vignette. The institution wants to use the same electronic 
medical record (EMR) to find potential study subjects and 

record study-specific clinical observations and test results on 
patients enrolled in prospective observational and translational 
clinical trials that have been approved by the IRB [7]. We listed 
a number of competing interpretations for each question posed 
in response to the vignette that could be implemented in policy 
and possibly enforced by the EMR software. In light of the clinical 
vignette, policy issues were discussed, and it was discovered that 
there was a surprising wide range of opinions regarding which 
response best matched the existing research policies, practices, 
and regulations. The institution, investigators, study participants, 
sponsoring organizations, and regulatory agencies are all subject 
to significantly distinct responsibilities from one another [8].

Using user roles to implement institutional 
policies
An important technical approach to ensuring that an electronic 
medical record (EMR) system complies with regulations and 
policy restrictions is to define and implement user-based roles 
and permissions that have been carefully constructed [9]. Users 
who require access to the same subset of system features for 
their jobs are assigned distinct roles. User access to system 
functions and patient data is controlled by role-based security. 
EMR users can play a variety of roles in clinical care and clinical 
research, as shown. It may be simple to assign a specific role to 
each EMR user in settings where patients only receive treatment 
as part of a clinical trial or standard care. However, even within 
the same clinical encounter, users may play different roles for the 
same patient in the context of mixed care, where a clinical trial 
directs some aspects of a patient's treatment plan but not others.
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