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Methodological Question being answered:  Does Longer Study Duration Contribute to Dual Enrollment 

in Studies of Alzheimer’s Disease? 

 

Introduction: 

Dual participation in clinical trials is well described in many CNS indications. The ability of professional 

subjects (those that enroll to collect stipends) to alter their presentation in order to meet study criteria 

and the subjective endpoints inherent in CNS studies facilitate their deception. Professional and 

duplicate subjects (those that participate in multiple studies within a prohibited timeframe), may 

adversely affect safety and efficacy signals in clinical trials. 

Duplicate subjects are less well described in memory studies, such as Alzheimer’s Disease (AD). Unlike 

indications where there are effective treatments available, such as depression or schizophrenia, 

motivation for dual participation in AD studies may be for other reasons besides collecting stipends. 

These include patients (and caregivers), desperate to prevent further decline, seeking to take advantage 

of different MOAs and/ or increasing the chances of receiving active treatment in placebo-controlled 

trails. 

Methods: 

1,888 potential Memory Loss/Alzheimer’s Disease subjects  presented to  investigative sites between  

January 16, 2012 and November  19, 2019 and were entered into the CTSdatabase subject registry. 

These subjects were tracked for duplication at unique sites (i.e.  subjects coming back to the same site  

were not counted) within 90 days and 365 days of the first screen. These matches could be “backward 

matches” i.e. they had already screened somewhere else within 90/365 days at the time of showing up 

at the index site, or they could be “forward matches”, i.e. they screened at the first site and then later 

showed up at another site within 90/365 days.  Only those subjects considered “virtually certain” 

matches, i.e. <1/10M likelihood of matching partial identifiers (gender, height, initials, DOB and last 4 

SSN/passport) by chance,  were included in the dataset. The algorithm for determining such matches is 

validated with regression testing   (every match type and parameter) several times annually (last 

validated October 14, 2019).  

Results:  6.9% (n=131) of Memory Loss subjects entered showed up at another site within one year. 

3.4% (n= 64) subjects had been to another site in the 360d prior to the index visit;  32 of these (1.7%) 

were within 90 days.  At the other end, 3.5% (n=67) of AD subjects later appeared at a second site within 

360d; 18 of these (1.0%) were within 90 day of the index visit. 



When prescreening  memory study subjects went to a second site, it was more often for a non-memory 

indication, most commonly Major Depression or schizophrenia. When screening memory subjects went 

to a second site, it was most commonly for another memory study. 

Conclusions:  Small but significant numbers of subjects presenting for AD studies have been to or will go 

to other sites when presenting to an investigational site. This includes patients who are seeking 

treatment as well as professional subjects. The former are likely to be for other memory studies, while 

professional subjects are often for different indications (e.g. cognition in schizophrenia).  In either case, 

the longer the study, the more opportunity for a subject to show up somewhere else. In AD studies, 

where duration of treatment may be 18 months or longer, sponsors and investigators need to consider  

the existence of duplicate enrollment.  Being aware of subject motivations, obtaining medical records 

and using a subject registry at screen are likely to mitigate the negative effects of dual enrollment on 

patient safety and data integrity in AD trials.    
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