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 1 

Network Policy: Participation of Investigators in ‘Competing’ Studies 2 
A ‘competing’ study is defined as one in which subject eligibility criteria overlap with that of a 3 

DRCR.net study.  Investigators are expected to avoid participation in a competing study if 4 

participation is likely to negatively impact a DRCR.net study in which they are participating, 5 

such as in subject recruitment or retention or in any other aspect of the study.  6 

 7 

Clinical sites that intend to participate in a competing study must contact the Coordinating 8 

Center and indicate any potential areas of overlap or conflict with a DRCR.net study in which 9 

the clinical site is currently participating or intends to participate. Sites should determine 10 

internally a management plan for competing studies. Assistance from the Operations Group will 11 

be available for sites that would like advice on how to manage their competing studies. 12 

 13 

What are competing studies? 14 
“Competing studies” describes the situation when an investigator has an individual patient who 15 

meets eligibility criteria for two or more studies.  For example, back in 2005, investigators in the 16 

DRCR.net who were participating in both the peribulbar steroid trial and the intravitreal steroid 17 

trial may have had a patient with visual acuity of approximately 20/40 and diabetic macular 18 

edema in which the patient meets criteria for both trials. 19 

 20 

Alternatively, an investigator participating in the DRCR.net intravitreal steroid trial also might 21 

be considering participation in a clinical trial for diabetic macular edema in which the eligibility 22 

criteria are similar (e.g., Posurdex trial).  23 

 24 

In each of these situations, the investigator is participating in studies that compete for the same 25 

patient.   26 

 27 
 28 

What are some potential problems regarding participation in competing studies for an 29 

investigator? 30 
When an investigator is participating in competing studies, ideally, the investigator should 31 

present to the patient the risks and benefits of participating in each of the competing studies. 32 

 33 

However, a patient inevitably may ask what study the investigator would recommend, or, the 34 

investigator may want to recommend one study over another because of specific situations 35 

relevant to a particular patient. 36 

 37 

The investigator must be careful not to allow perceived conflicts, such as different 38 

reimbursement levels to the clinic, to enter into the informed consent process regarding the 39 

competing studies. 40 

 41 

Therefore, investigators participating in competing studies need to manage potential conflicts of 42 

interest introduced by the participation in competing studies to the satisfaction of institutional 43 

review boards and potential study subjects, as well as to the satisfaction of the public with whom 44 

the trust of the research process exists (and from whom funding for the NIH is generated). 45 

 46 



Policy Appendix II: Competing Studies and the DRCR Network 
Version Date: February 2, 2009 

 

Appendix II Competing Studies and the DRCRNetwork final 2-4-09.doc 2 of 2 

Managing potential conflicts of interest with competing studies 47 
Several suggestions have been offered by the DRCR.net investigators to manage competing 48 

studies. While not required to incorporate any of these suggestions, investigators are encouraged 49 

to consider all of the following: 50 

 51 

• Assign competing studies to different investigators at one center. 52 
The logistics of some centers could allow an investigator at the center to participate in one study 53 

while a different investigator participates in a competing study at the same center.  Thus, neither 54 

investigator is participating in more than one of the competing studies.  In this way, each 55 

investigator could concentrate on the details relevant to his or her particular study.   56 

 57 

• Concentrate and participate on one study at a time. 58 
Some centers prefer to concentrate their time, resources, and personnel on one study at a time to 59 

avoid participation in competing studies simultaneously.  Often, these centers may work 60 

simultaneously on certification procedures for many of these studies but then actually enroll 61 

subjects into only one study at a time.  This strategy may be an excellent idea for those centers 62 

that do not have high enrollment rates as it allows them to concentrate their energy and resources 63 

on successfully completing enrollment on a single study.  In some cases, a site can put one trial 64 

on hold (even when fully ready to enroll) pending completion of enrollment into a competing 65 

study.  In other cases, enrollment between the studies could be alternated on a quarterly or other 66 

basis.    67 

 68 

• Identify non-overlapping features of competing studies. 69 
Very often, the detailed eligibility criteria of competing studies include situations in which there 70 

are non-overlapping criteria.  Investigators at a center participating in competing studies could 71 

create a careful matrix or description of the non-overlapping and overlapping features of these 72 

studies.  With this information readily at hand, investigators of competing studies at a clinical 73 

center could recognize the need to present both studies (which will be a more involved informed 74 

consent process) only for situations where actual overlap exists.      75 

 76 
 77 

Where can I get further information on the logistics on competing studies? 78 
Please feel free to discuss this information on the monthly investigator or coordinator calls, or 79 

contact any or all of the following individuals: 80 

 81 

Neil Bressler (nbressler@jhmi.edu)  82 

Adam Glassman (aglassman@jaeb.org) 83 


