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Disclosures 

• Site investigator on clinical trials sponsored by the 
Alzheimer’s Disease Cooperative Study (NIA), Janssen 
AI, Pfizer, Bristol Myers Squibb, Genentech, Avanir, 
Biogen Idec.  

• Principal investigator of single site study sponsored 
by John Douglas French Foundation for which the 
medical food is generously donated by Accera Inc. 

• Consultant to Avanir Pharmaceuticals, Phloronol, Inc 
(more than 12 months prior)  

• Funding: NIA AG016570, Alzheimer’s Association 
NIRG 12-242511, NACC JIA   



Why Study Recruitment? 

• Most AD research fails to meet recruitment goals  
• Failure to meet recruitment goals  

– Delays learning/treatment advances 
– Threatens internal validity 
– Raises concerns about generalizability of results  
– Could lead to disparities in disease treatment  

• Two action items (1.B.2 and 1.B.3) in the National 
Plan to Address Alzheimer’s disease (AD) aim to 
increase enrollment to AD clinical trials 



Who Participates in Alzheimer’s 
Disease Clinical Trials? 

Characteristic 
Community 
Study1 

DHA Trial2 

Age 84 + 3.7 76 + 8.7 

Non-Hispanic White 78% 90% 

Education > 12 yrs 13%  
 

63% 
 

% with spouses 29% 65% 

1Data from the Aging Demographics and Memory Study. Fisher et al., JAGS. 
2011. 2Quinn et al. JAMA 2010. 



How Can We Increase Trial 
Enrollment? 

• Appeal to previous participants 
• Increase community referrals 

– Initiate satellite clinics 

• Mailing lists 
• Advertising campaigns 
• Community outreach/ Community based 

participatory research 
• Initiate potential participant registries 

Grill and Galvin, submitted 



What is a Potential Participant 
Registry? 

• IRB-approved source of research 
participants 

• Distinct from AD Center’s Clinical Core 
• Enrollees agree to be contacted about 

new studies for which they might be 
eligible 

Grill and Galvin, submitted 



Types of Registries 

• National 
– Alzheimer’s Association’s TrialMatch® 
– Banner Institute’s Prevent AD 
– Research Match 

• Local 
– UCLA  
– NYU 

 
Grill and Galvin, submitted 



National Registries 

• Strengths 
– Large campaigns to increase awareness 

• E.g. Alzheimer’s Association chapters 
• Prevent AD partnership with AlzForum 

• Weaknesses 
– Low interaction with local researchers 
– Low yield participants 

• E.g. 1% of TrialMatch enrollees have participated in 
research 

Grill and Galvin, submitted. Petersen et al. Neurodegen Dis Manag 2010.  



Local Registries 

• Strengths 
– Direct interaction with researchers 
– ‘Hands on’ approach may lead to increased 

research enrollment across a variety of studies 

• Weaknesses 
– Resource intense 

Grill and Galvin, submitted..  



IRB Considerations 

• May have unique application (separate 
from human subjects study) 

• Minimal risk = expedited review 
• Length of ‘participation’ 
• HIPAA considerations 
• Listed as recruitment source for 

subsequent new studies 
 



 Registry Modalities 

• Paper consent form that collects data 
• Consent-to-be-contacted form 

– Telephonic follow-up, consent, data 
collection 

• Electronic enrollment 

Grill and Galvin, submitted 



Potential Subject Flow 

Sign a 
consent-to-

be-
contacted 

form 
(clinical or 
community 

event) 

Telephonic 
enrollment  

self-
reported 

clinical and 
demograph 

info 

Query 
registry for 
potentially 

eligible 
participants 





Consent-to-be-Contacted Venues 

• Clinical 
–Direct recruitment (physicians, 

neuropsychologists) 
–Facilitate referral 

• Community 
–Targeted community outreach 
–Quantifying success 

 



“Data” in Registry 

• Demographics 
– Contact information 
– Age 
– Race 
– Ethnicity 
– Education 
– Family history 

• Availability of study partner 

Grill and Galvin, submitted 



“Data” in Registry 

• Medical history 
– Neurologic conditions 
– Psychiatric conditions 
– Other comorbidities (hypertension, 

hypercholesterolemia, diabetes, etc) 
– MRI compatibility 
– Medications 

Grill and Galvin, submitted 



“Data” in Registry 

• Study preference 
–Drug trials 
–Non-drug studies 
–Any 

• Preferred mode of contact 

Grill and Galvin, submitted 



Demographics of the Registry 

Characteristic Summary 
Mean Age + SD 70.3 + 13.9 
Diagnosis MCI/AD/Dementia 33% 
Family history AD 52% 
African American  18% 
Latino  8% 
Study Interests: 
• All studies 67% 
• Observational studies only 31% 
• Drug studies only 2% 



Results 

567 signed consent 

282 (49.7%) enrolled 

45 (16%) participated 

Since 2010 (as of July 2013) 



Longitudinal 
27% 

Biomarker 
26% 

Clinical Trials 
22% 

Other 
24% 



Efficiency of the Registry 

Contacted, not 
enrolled 

N=60 

Contacted, 
enrolled 

N=45 



Future Directions 

• Electronify 
– Increase sophistication of data entry, query, 

outcome assessment 

• Increase enrollment 
– UCLA student group (RENOUS): 16 

undergraduates trained on Alzheimer’s 
disease biology, risk factors, and research 
and public speaking 
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Summary 
• AD research recruitment is slow and fails to 

represent the disease-suffering population 
• Potential participant registries are IRB-

approved modes to enhance enrollment 
• Potential participant registries may provide  

– Improved enrollment at study initiation 
– More efficient use of research staff time 
– Avenues to increase diversity and representativeness of 

research samples 
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