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Audience breakdown

27% (30) are IT 
– Including Informatics professionals

5 people are ‘Clinical’
~10 are Data Mgmt
~10 Statisticians
Perhaps 10-20 ‘other, unknown’



Purpose

To critically discuss study findings (both positive and 
negative) 
– Current state, identify common themes, and gaps

To develop key recommendations that will guide the 
future direction of the clinical research enterprise 
– Identify needs and priorities
– Ways to make it happen

Collect audience feedback for IECRN



Process

Review key IECRN findings
Solicit expert and audience feedback
– Would have benefited from focusing in on fewer topics in 

more depth
– Would have liked to have received some topics and 

questions from audience in advance





Descriptive Findings: 
Organization and Staffing
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Discussion on Descriptive Survey Results
Outsourcing seemed desirable and commonly practiced
– Lack of clarity of what was meant by Outsourcing IT?  ( Parts, all?)
– Tried to separate infrastructure from applications

Comments:
– Survey questions high-level but focused at low granular level (high level 

filter) – concerned that NIH responses based ONLY on survey results
– Fear of 250 CRNs reinventing the wheel – let NIH manage (outsource) IT –

sites, networks just manage thru website 
– LOVE to get out of the IT business (90% hassles, 95% grants – hassles, NIH 

could even “charge back” for service (do once instead of multiple)
– ePCRN (electronic Primary Care Research Network) tries to provide an 

outsourced solution around recruitment for all  – ENORMOUS TASK but in 
early stages of doing this  

– caBIG is a good start but not “all encompassing” – not pharmaceuticals 
– Outsourcing (with economies of scale) great idea but a bit early; problem is 

more fundamental of different business/medicine and IT cultures 
– We need Informaticians (not IT) with broader skills to bridge the two worlds 



Improving Clinical/IT Communication
Build frameworks to enable experts to do more of their work and allow 
“propeller heads” to build better frameworks
Commercial/Academic/Medical/IT needs not always aligned with 
community 
IECRN IT data are relevant only if you do Electronic Clinical Trials, 
80% doing paper trials have no benefit/value; tough Cost: Benefit 
We need to re-examine ROI of IT.  How can we share more of this 
work (govt dollars at work).  Don’t reinvent the wheel.  Standards that 
might help (like BRIDG model – to link the research and patient care 
worlds)
ROI: most successful with very narrowly defined goals and needs. IT 
must build research, not just build systems.   
In the caBIG project, some of the most important resources are 
Systems Analysts who look at information flow and data modeling and 
document REQUIREMENTS before any programming even BEGINS, 
but Systems Analysts are hard to find and then keep for many 
networks.



IT Used to Support
-Top Applications-
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Applications Discussion

Clinical Data Management (CDM) is closely related -
it runs on IT; certain of the applications discussed are 
under the Data Management results (e.g. lab, 
specimen tracking). 
Adverse event tracking was also not on the IT survey 
list, rather included under CDM
Broad variety of applications – different networks 
focus on separate areas (because of varying priorities) 



Use of Data Standards

Standards not used in most cases – does that matter?
– Possible that “none” meant “don’t know”

Standards important for interoperability and 
application/data reuse 
30% used no standard vocabularies (except 
proprietary)
Not much traction with SNOMED vs. MedDRA
Large proportion uses caBIG CDEs



Differences in NIH-funded CRNs

NIH funded CRNs seem to be more advanced than 
others (including Pharmaceutical CRNs)
– Could indicate NIH funds networks with better IT, or 

NIH funded networks invest more in IT
– Pharmaceutical CRNs maybe inhibited by regulatory 

concerns
– Value of IT is critical in investment decision?  “What is 

the cost of implementing the IT solution versus doing it 
on own?” 

• Biggest hurdle is still cost



Qualitative Results: Barriers
CRNs don’t know what “to buy”
CRO is easy – fewer concerns
Web-based tools – major change
Lowest Common Denominator – play to the weakest 
link (some tech is out of reach to users)
The usual tendency is to blame the user for not being 
able to “use the computer” – that’s not the problem; 
computers should fit into the culture (not the other 
way around)



Qualitative Results: Barriers cont.
It’s not a question of whether someone’s “smart” enough – it’s 
really a matter of being “educated enough.”   When a group of 
clinicians was polled on what type of informatics training they 
most needed, “PowerPoint” won.  There’s a large gap between 
what we would like to share and what they want to know.
Must work together “hand-in-glove” in parallel from two 
different directions: top-down with infrastructure team and 
bottom up with interested clinical groups (passionate); both 
sides informed the other 
We can’t just wait for standards; we should start using what we 
have.
Sometimes we have more trouble communicating with our own 
IT resources at sites than with the users of the IT systems



Best Practices Highlights

Group 1:  Cutting edge Technologies
Group 2:  Get the job done – with what is available
Want IT to improve access to resources (and rely on 
them)
Focus on value-added IT (top-down and bottom-up in 
parallel)
Improving Communications between IT and Clinical



Best Practices Highlights
Break down barriers between IT and clinicians
– Get IT and researchers to speak same language
– Provide adequate training and support thru CRO of PEAs

Get network buy-in 
– Technology should enhance, not interfere – be part of network
– IT should add value, or be less time-consuming, not more

Recognize value of IT to support basic processes, such as 
protocol implementation
– Find lowest common denominator for low-end users

Successful IT requires time to find out what works best for each
network without burdens
– Implement slowly (not all at once), to balance needs with usability

Funding for infrastructure usually a limit
– Must balance value with cost



Best Practices Highlights

PEAs – (Buffalo and Oklahoma) practice-enhancement 
assistants – strong in IT at the sites to help them learn and 
warm-up to technology; PEAs help with “process improvement” 
Implementation challenge always involves using both the old 
and new in parallel -- always takes more time to learn new 
things while still getting work done
Funding – how much (%) should go into IT
Implementation is improved when you do training months 
before technology introduced – gradual transition towards/with 
technology – peers train each other 
Clinicians are not ONLY looking at time-saving.  To them the 
critical issue is adding value (even if more time consuming).



List of Best Practice Networks

NDACTN 
MFMU 
PEDIG 
CCOP 
ARDSNET 
PHN 

SWOG 
PSG 
MAFPRN 
NSABP 
CaReNet
OKPRN



Best Practice Highlights

ARDSnet:  uses  IT for Quality Control – intensive care 
units.  Tried to control intervention (ensure protocols are 
explicit).  Compare “On Target” versus “Not On Target” 
(rather than saying “In Violation”) to measure ongoing 
quality improvement.  Sites use feedback to improve 
quality of care and for computer-decision support. 
NERI: has developed a web-based Oracle Data Mgmt and 
protocol tracking system (ADEPT). Adds value by 
reducing time to clean data (data validation is built in). 
Provide hands-on training for all users of protocol.  Once 
certified, can call Data Mgmt for support.



Best Practice Highlights

CaReNet:  Pairs sources of data from eClinical and 
Patient reporting systems and aggregates into one 
central data repository.  Also web-based and IVRS 
patient information convergence.
DC MFMU network- high risk pregnancy:  Started with a 
distributed system 20 years ago with upgrades (over time).  
Lower tech solution.  
– Interesting: created tool that is very useful for nurses – series of 

little calculators on PDA to help with nursing/research functions, 
e.g. entry criteria, calculations for key # days between two dates, 
BMI, other on-the-fly.  Coordinating center can work with nurses 
to provide the tools and reports they need.  



Best Practice Highlights
MAFPRN: Uses technology to organize and recruit sites to join 
the network and participate in trials.  Helpful systems accessed
directly by patients.  Also create disease registry; decision 
support tools. 
SWOG – With no training  budget, we made a website as easy 
to use as “Amazon.com”. CRF-workbench provides a portal to 
all tools (e.g. registration of patients, entry of data).  One 
caution: by doing this, we sacrificed backend maintenance for 
the sake of user usability.  Results: now takes longer to make 
changes – still a fair trade
Buffalo Primary Care Research Network – do ‘mock clinical 
trial’ instead of using real data (to save on IRB approval).  Also 
use of “Fast Video Conferencing” – collaboration.  Once we use 
webcam, hard to go back to just phone conference calls.  

– Key issue: Translational piece of de-identified patient information registry.



What was Surprising in Study?
Study Overlooked the Following
– Building IT architectures for bioinformatics, microarrays, etc.  
– Standards are necessary to “link” various sources but are “moving 

targets”.  CHI has defined 20 standards that must be used for government 
research.  

– caBIG must outreach to other areas to implement and try.  
– No one talked about cultural competency – IT could help get the message 

out.  CRNs need to link up with computer companies willing to make 
these services available.  (ex. Minnesota)  If large companies knew that 
funding was available, they would want to actively participate. 

CHI is a start, but there are gaps in the clinical research area; although 
standards are still evolving, there are many that can and should be 
implemented now – need all to participate.  Standards need to be 
global and implemented around the world.  HITSP is looking at a 
global landscape.
caBIG is now reaching out; need to have participation and input from 
other areas



Additional Discussion Topics
How important is interoperability to individual CRNs?
– Interoperability would be to get to and access/participate in multiple trials 

through one computer (not just own network trials but possibly pharma
and other trials – presents problems with multiple computers and aps)

– One future trend will be the acknowledgement of “ad-hoc” networks, i.e. 
sites may do one trial with one network and another type of trial with 
another network.  How can you do that and share data without 
interoperability?

– We  need a common means to provide technology services to networks.  It 
appears that there are two discreet levels to support decisions: 1.) 
Modulate decision making – International scale/trials aggregating data.  
Other level of patient-clinician encounter: low quality database – large, 
low quality but not useless!  Parallel effort to make decisions at clinical 
level – need to try to  increase the quality of data going into databases

– Quality of data is perhaps more important than interoperability.
– Quality of trial data may be over-rated; clinical care data may not be as 

low quality as some believe. 



Additional Discussion Topics

What will be the impact of the US Electronic Health 
Care Record initiative on Network IT, if any?
– Eventually will help, but still far away
– Use Cases created (AHIC), looking for commonalities; 

potential is to collect once and use often (distributed and 
used by many)

– EHR will be great, but the effort is raising significant 
challenges: Federated Identity Mgmt being the greatest. 

– Institutions can (and do) provide more value/information. 



Additional Discussion Topics
Should all CRNs be brought up to a basic level of IT?? 
– NIH/FDA inter-agency task force must lead and incent 

organizations to share data and support
– NIH should be supportive but NOT take over IT.  Use of IT in this 

industry is in infancy.  We’re in a period of rapid change - moving 
from paper to EDC, which is temporary until Electronic Health 
Record comes into play.  NIH can’t manage or provide services to
all.  

– Need to look at IT differently
• #1 capture clinical trial process, 
• #2 need a participatory architecture for all to work together – start 

small, learn as we move forward, 
• #3: look at IT industry: what are others doing?? IT work spread across 

the globe.  Use Intranet, development around the world, development 
cycle done around the globe 24X7.

– CRNs must demonstrate patience and hope NIH continues to 
provide funding.



Key Points; Conclusions
Take site/investigator/patient needs into consideration as high priorities; 
Outsourcing IT may make sense for some networks, who would benefit from 
use of service centers
BRIDG the clinical and IT gap with informatics 
In moving from paper to EDC and eventually to Electronic Health Records 
(EHR): 

– Need to ensure that research needs are captured and addressed
– need to look at an industry infrastructure/architecture but allow for site specific 

needs
– Need global standards - CDISC and caBIG provide initial interoperability 

standards
– This transition is not going to happen rapidly; need to start with what we have and 

keep building; don’t wait for complete, finished products
We have the most to learn from sharing among each other

– Continue to look for ways to share best practices, IT infrastructure, applications, 
etc. Do not reinvent the wheel > 250 times. 

NIH needs to support the transition, and all must be patient during this period 
of rapid change.
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