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Manager, Regulatory Knowledge & Training
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Universal Consent Vision

Give patients the opportunity to be 
involved in health research 

Honor their decisions about use of 
their specimens and health 

information
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Universal Consent Research Goals

Advance translational 
research

Provide investigators 
with ready access to 
residual specimens

Facilitate enrollment to 
clinical trials
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2010 
Gather institutional 

stakeholders to 
prepare 

infrastructure grant 
application

2011-2012
Two-year grant 
support to build 

institutional 
infrastructure 

2013
Pilot (and iterate) 

consenting process

2014-Present 
Rollout consenting 

process

Universal Consent Timeline
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Universal Consent Approach

 Training in research consent 
process with clinic check-in 
staff

 1-pg consent form for each 
question + FAQ brochure

 Epic decision & signature 
capture

Patient  
Opt-in

 Researchers can request 
patient specimens or contact 
information after registering 
through an intranet site

 The backend “pull” system 
discards data from patients 
who have said “no”

Researcher 
Acquisition



6

65%
11%

5%
0% 19%

Use of Residual 
Specimens

21,681 patients approached

Yes No
Nuclear No Revoked
No answer

59%16%

5%
0%

20%

Contact for Future 
Research

21,232 patients approached

Yes No
Nuclear No Revoked
No answer

Universal Consent Enrollment
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SUCCESSES

New process 
streamlined universal 
consenting at cancer 

clinics

Lower volume clinics 
more easily 
incorporated 

consenting process

CHALLENGES  
Clinical responsibilities 

are the priority

Most staff stopped 
approaching patients 
early on after training

Some staff left out 
research and 

voluntariness of 
consent

Staffed lobby consent 
kiosks for 3 months but 
clinic staff did not refer 

patients to the kiosk

OVERALL

Clinic staff must 
have high 

motivation to 
incorporate a 

research consent 
process into their 

workflow

Universal Consent Lessons Learned

Next Step:  Patient self-registration?
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Consent2Share

R. Peter Iafrate, Pharm.D.

IRB Chairman, Health Center IRB
College of Research
University of Florida

iafrate@ufl.edu
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“Integrated Data 
Repository (IDR)”

A Research Protocol approved by the 
University of Florida IRB in 2011
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Integrated Data Repository (IDR)

i2b2 DataMart
(Limited Data Set)

Research Extract
(PHI  removed)

Cohort Discovery

Privacy Wall

Outpatient 
EMR

Inpatient 
EMR

Billing

Claims

Labs

Integrated
Data repository

Healthcare
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Courtesy: Manini 2013

Pharmacy
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i2b2
Informatics for Integrating Biology and the BedsideHow many people ages 

45+ with a low back pain 
diagnosis were in the 

ED in 2013?

Female: 2,055
Male: 1,413

Black/African American 1,006
White: 2,335
Other: 127 

N = 3,468 
patients



“Consent2Share”

• A process by which patients in the 
UFHealth System can agree to be 
contacted by a researcher in the future to 
ask the patient if they might be interested 
in a research study.

• Built into the EMR (EPIC)
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What Type of Patients
Can Agree?

• Any Adult (older than18 years old)
o Only those that can consent for themselves
o A wife or husband cannot consent for their spouse

• Any Child (younger than 18 years old)
o Parent or legal guardian must agree for child
o If child is >7, child should also agree by signing consent 

form.
o When the child turns 18, they have to then consent for 

themselves
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What are patient’s 
consenting to??

• Periodic review of their medical information to 
see if they might qualify for a future research 
study, and if so,

• Be contacted sometime in the future about being 
part of new research studies at UF Health. 

Identifying potential research subjects is a key part to a 

successful research enterprise. 
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Consent2Share - Process

1. Consent form (eConsent) is included in the group of 
consent forms provided on the iPad at admission to the 
clinic

2. This research consent is always the last consent that will 
appear.

3. Any straight forward questions are addressed by trained 
admissions staff, other questions can be referred to 
either their doctor or the Consent2Share Hotline listed 
on the consent form

4. Patients are given time to review
5. Offer to print out a copy of the research consent if 

patient wants one.
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What they are agreeing to.

Pediatric Consent
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Help line

Choose “Yes” or “No”
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Patient’s Decisions

• Potential Subject’s Outcomes
o Clear Form -will print again at next clinic visit 
o They choose yes or no

• “Yes”– indicated in EPIC, consent will not print again
• “No”- indicated in EPIC, consent will not print again

o “Ask Me Next Time” – indicated in EPIC, will print again at next 
clinic visit

• Enrollment decision lasts unless patient changes 
their mind

• If a minor, will print again after their 18th birthday
• They can still consent to other research studies
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View from the Researcher
• Use i2b2 to query IDR to determine if there are 

sufficient potential study subjects

• If they need to contact potential subjects, can factor 
in Consent2Share

• Submit to the IRB, if approved,

• Submit their query to the Consent2Share data 
hotline – UF Data Management

• List of potential subjects with contact information is 
provided.
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Metrics to Date

• 43 studies have used 
Consent2Share to 
identify patient cohorts 
(nearly all funded by 
industry)

• 17,351 potential study 
subject’s names provided 
to investigators

• 8 patients have 
withdrawn from 
Consent2Share
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Total Patients asked to Participate 
(N = 42,476) 

Yes No
4/30/2017 n % n %

Adult 34,321 81% 8,155 19%

Peds 147 56% 114 44%

Total (n)% 34,468 81% 8,269 19%

34,468 have Consented to Share (147 peds)



Lesson’s Learned
• Started out in a large medical subspecialty 

clinic with a paper consent printed from the 
EMR, asked for re-contact and left over tissue

• After signed, would be scanned into the EMR
o Self audit discovered 75 consents we couldn’t find

o Stopped study, did a complete audit of 10,000 consent forms

• Simplified the consent form and eliminated 
tissue collections, reviewed each consent

• Moved to an EMR generated eConsent
o Allowed expansion of program

o Lower costs
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Questions at the end

St. Augustine, Florida
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Recruiting Patients for Clinical 
Research: UTSW Volunteer 
Research Participant Registry



• Link UT Southwestern patients with 

clinical research opportunities. 

• Focus on a consumer-friendly 

marketing initiative.

• Identified lack of 

marketing/education as a barrier to 

success for other institution’s 

registries. 

• Improve the efficiency of research 

recruitment. 

Registry Objectives



• Reviewed multiple other institutional registries

Registry Planning



Registry Planning- Team Effort

Center for 
Translational Medicine

Health Systems/ 
Ambulatory 
Services 

Legal Affairs

Research 
Administration

EHR Team

Dallas Heart 
Study

Marketing

Academic 
Information 
Services

Developed concept and planned execution with a wide variety of experts:



• Sought input from a focus 

group (12) of experienced 

research coordinators.
• Why do people 

participate in research?
• What is important to 

participants?

• Created a 5 minute video 

(marketing + consent 

information)

Registry Planning

Improving care 
for next 

generation
Altruism

Higher quality 
of care

Access to new 
therapies

Feel “part of the 
team” 

Personal 
attention from 
research staff



MyChart Homepage

New “Participate in 
Research” Button

Links to the Registry 
and clinical research 

resources



Questionnaires



MyChart Registry Questionnaire

Questionnaire is 
always available to 

view in MyChart 
with status. 

Participant can 
change status at 

anytime. 



Confirmation Emails



• Central Recruitment office (1.8 FTEs) available via 

phone and email to answer any questions about 

participation.

Enrollment in the Registry

Phase 1: Passive 
enrollment 
(May 2016‐
present)

Phase 2: 
Targeted emails 
(July 2017‐)



Phase 1: Passive Recruitment 
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Phase 1: Passive Recruitment 

Other Demographics:
• 7% Hispanic
• 9% African American
• 77% WhiteFEMALE

66%

MALE
34%

Registry Participants by Sex



How to use the Registry to Recruit Participants

Select “UTSW Volunteer 
Research Participant Registry” as 
recruitment method in eIRB
smartform. 

Investigators can identify Registry 
participants through i2b2 (Clinical 
Research Data Warehouse) 
query.

Research staff will be able to 
access participant list and contact 
information through tracking 
system. 



Registry Logistics

• Release 25 registry participants at a time
• Require outcomes (enrolled, refused, not able to 

contact) before new participants are released.

• Participants only released to one study at a time.

• Participants released every 3-6 months.



• Open-source (PHP) tracking system built based on successful 

tracking system used by a longitudinal study (10+ years)

Tracking System



Pilot Recruitment Results

• 3 studies piloted use of Registry for recruitment
• Facial Aging: 14 enrolled
• Depression: 3 enrolled
• Anxiety: 2 enrolled

• 3 other studies just received initial Registry participant 
lists

• Cluster Headache
• Alzheimer’s Disease
• Depression & Asthma



Questions?

Kate Wilkinson
Kathleen.Wilkinson@utsw.edu

Sarah Lynch
Sarah.lynch@utsw.edu

Blair Holbein, PhD
Blair.Holbein@utsw.edu

http://www.utswmedicine.org/pati
ents‐visitors/research/


