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Identification and Recruitment of Research Subjects 
Objective and Scope:

Virginia Commonwealth University encourages research activities that extend into the community it serves.  Identifying and recruiting potential research participants from non-VCU sites (as well as from within VCU) should be carefully planned when that identification and recruitment involves the use of private, identifiable information.  For additional policies regarding advertising and other recruitment matters, see:
· XVII-2 Advertising for Subject Recruitment and Compensation Guidelines 
· XVII-9 Use of the Internet for Recruitment and/or Research Data Collection
This policy addresses investigator plans to identify, notify, and ultimately recruit research participants where:

1)   Private, identifiable information is collected or otherwise recorded by the investigator/research staff for the purpose of initiating future contact with prospective research participants

and 
2)   The investigator is not known to the potential research participant as having a prior reason to access his/her private identifiable information (including PHI - Protected Health Information).   
This policy does not prohibit feasibility determinations or other practices where private identifiable information is accessed.  These activities should not involve recording of any private information and may be approved as “activities preparatory to research” following review by the VCU Privacy Board
.  Such activities do not require IRB approval.  
As a general rule (in deference to the Belmont principle of respect for persons) the VCU IRB strongly discourages “cold contacts” (also called ‘cold calling’) of potential research participants.   A ‘cold call/contact’ can be defined as any contact with specified research participants where neither the investigator nor the contacting person is known to the potential participant as having a prior reason to have access to his/her private identifiable information (this excludes publicly available information). Depending on the sensitivity of the study, the IRB may consider some flexibility for contacting persons already within the VCU system (such as patients).
Description:

These guidelines provide:  1) a framework for investigators to use in developing a recruitment strategy and 2) the strategies that are generally acceptable to the VCU IRB.  Each study is different; alternative/modified approaches may be appropriate or even necessary in certain cases.  
A.
How to Plan for Recruitment:  

1. Consider Your Options:  Evaluate strategies given your targeted research population.  Consider the sensitivity of the private identifiable information needed to prepare for recruitment.  Consider privacy issues at the recruitment site (if a Non-VCU site).  Also consider what complications might affect enrollment, including timelines and the target population’s awareness of research.
2. Obtain Permission from an authority at the research site:  
a. The recruitment site must be briefed on the purpose of the study.

b. An authority at the recruitment site must provide permission for private identifiable information to be accessed in order to initiate recruitment.  
3. Define Your Recruitment Approach: 
a. Describe (in your research plan/protocol) how an authorized individual at the recruitment site (known to the prospective research participant) will provide the prospective subject with an introduction to the study, including why they are being contacted.

b. Describe the overall recruitment strategy, which may include a single approach or a combination of approaches, depending upon the study.  Keep in mind that certain types of research may be better suited to different approaches.  The following are two standard approaches to consider along with the overall design of your recruitment strategy: 

· “OPT IN” – This approach involves giving prospective subjects information (presented in person or by letter, phone, email, etc.) which prompts the individual to take some action if they DO want further contact or information about the research opportunity. 

· “OPT OUT” – This approach involves giving prospective subjects information (presented in person or by letter, phone, email, etc.) prompting them to only take action if they DO NOT want further contact or information about the research opportunity.

Note:  An “opt out” approach involving a non-VCU recruitment site requires justification in order to waive a prospective subject’s consent to be contacted (refer to WPP XI-1 Consent Process, Elements, Waiver of Consent).
B.   Special Considerations When Recruiting from Non-VCU Sites:
The degree of involvement by the non-VCU site has implications for ‘engagement’ in the research (see WPP #XVII-6 Involving Non-VCU Institutions in VCU Human Subjects Research).  The Non-VCU site should be fully aware of applicable rules and regulations governing the release of private identifiable information (e.g., HIPAA, FERPA).

1. Developing a Recruitment List:  The Non-VCU site should have as much control over developing the recruitment list as possible.  Caution must be exercised in transferring any private identifiable information into or out of VCU.
a.   If a recruitment list is to be developed, or obtained by, the investigator for the purpose of contacting participants, the investigator will need to request a waiver of participant consent/permission from the VCU IRB.  Refer to WPP XI-1 Consent Process, Elements, Waiver of Consent)   Note that there are also HIPAA implications on the part of the holder of the private identifiable information which should be addressed by the holder.
b.   If contact information is shared by a Non-VCU site (for the sole purpose of generating the introduction/invitation letter), the list must not contain any unnecessary private identifiable information. Representatives at the Non-VCU site should be encouraged to review the list and remove those parties who are known to request no contact regarding research, recently moved, be deceased, or have other reasons for removal.
2.
Planning an Introduction to the Research:  This introduction should be by an individual at the Non-VCU site.  The introduction may be made in person, via phone, email, letter, or a mixed approach, as appropriate:

a. Written introduction:  
· These should be signed by the Non-VCU site physician or other authority (or jointly with the investigator).  If the letters are to be generated off site (away from the Non-VCU site), the VCU IRB will need to have approved this process (see a, above).  
· Letters should contain the telephone number the patient may call to 1) receive more information about the research and the study team, or to 2) express a lack of interest in study participation and request that no further research contact occur.  If initial patient contact is by letter or email, the investigator must wait at least two weeks (or 10 business days) after sending the letter so a patient not interested in the study may express that preference.  
b. Verbal Introductions: If the provider informs the prospective participant about the study verbally (as part of an office visit, via phone, or other) and the participant does not expressly object, the investigator may proceed with contacting the prospective participant.  The provider is to record and communicate prospective participant refusals to be contacted. 
4. Preparing for Concerns or Objections:  Despite careful planning of recruitment strategy, a minimal number of complaints may be expected by the investigator, the non-VCU site, and the IRB. Complaints or concerns may be made by subjects at any time during the recruitment or active study phase and should be carefully documented and monitored, with timely feedback/consultation with the non-VCU site.  In anticipation of such complaints the investigator must outline a plan for how complaints related to recruitment will be handled:
a. Concerns: Extenuating circumstances may result in the prospective subject not having received an introductory letter or phone call, or not recalling mention of a study by the non-VCU holder of private identifiable information.  In such cases, the investigator or research staff contacting the individual may offer to send another letter of introduction or offer to explain the study over the phone at the time of contact.  An individual’s refusal to hear about the study or receive an introductory letter is the final word and should be documented.

b. Objections:   In the case of patient objection to a verbal introduction or in response to a letter, the provider must take necessary steps to ensure that the investigator/staff person does not proceed with contacting the patient.
c. Suggestions to prepare for complaints/concerns, particularly in sensitive protocols:

· Describe how the VCU or non-VCU site triages complaints by research participants about unauthorized or unconsented access to their private information.  

· Describe how the investigator and site are in communication about received complaints from research subjects.

· If a subject issues a complaint after recruitment activities for the study are completed, verify whether he or she wishes to continue in the study despite the complaint.  All refusals for continued participation are to be respectfully honored.   

· If an investigator receives a complaint, notify the VCU IRB and the VCU/non-VCU site.  Ensure that both the investigator and site keep a record of all complaints or concerns received by subjects.

· The complaint log is to be submitted to the VCU IRB upon Continuing Review submission or sooner if the nature or number of complaints has been higher than expected.  If complaints result from a deviation or violation of IRB approved recruitment activities, the IRB is to be notified immediately via a Prompt Reporting Form.

When alternative approaches to these guidelines are planned, the investigator is strongly encouraged to schedule a pre-review meeting with the Director of the ORSP or ORCE and/or the VCU IRB Panel Chairperson and primary reviewer.  These consultations are equally important in situations where an amendment is proposed to previously approved recruitment strategies. 
C.
Recruiting Within VCU:  
When VCU investigators are recruiting within VCU, greater flexibility is reasonable and should easily be justified in many cases.  However, investigators are encouraged to consider each of the points outlined pertaining to Non-VCU sites.
Within VCU, face-to-face contact between an investigator/research staff and a study-eligible individual is possible, even when the investigator is not known to the potential research participant.  This may more typically occur in a medical setting.  The investigator should pre-arrange permission from the clinic’s physician/provider and approach individuals with clarity that the investigator is working with the provider who has granted permission to discuss the study with them.  The prospective research participant should be presented with the choice to refuse.  Such refusal is to be documented and honored.  Any identifiable information pertaining to the refusing individual should be destroyed.
D.  Reviewer Guidance:
The above guidance is offered to establish a framework for recruitment strategies that are efficient, effective, and respectful of the privacy of human research participants.  Investigators are asked to outline these plans within their IRB-submitted protocol or research plan.  It is the reviewer’s responsibility to:
1. Evaluate the Adequacy of the Plan: Evaluate the steps and ensure that the recruitment strategy proposed is appropriate and respectful of the privacy of the prospective recruits.  In some cases, the reviewer may need to suggest that privacy be more closely guarded, which may impact the recruitment strategy for certain situations (e.g., survey of HIV patients within the community).  Reminder:  The IRB’s evaluation of the recruitment strategy is separate from the VCU or Non-VCU Privacy Board HIPAA review process.  
2. Evaluate Risk: Active recruitment of research participants outside of VCU is a necessity in many cases.  It is the responsibility of the VCU IRB reviewer to review the risk that the given recruitment strategy imposes in a way that effectively compares the possibility of complaints or concerns by prospective research participants with the actual probability and magnitude of harm.  In many cases, perceived risk can be mitigated by adequate plans to handle complaints or concerns.
3. Evaluate Reports of Concern/Complaints:  the magnitude of harm experienced by a research subject who has issued a complaint about recruitment:   The reviewer should evaluate the actual harm that the prospective research participant has encountered through being contacted for possible participation in the study.  This should be weighed against:  1) the understood inconvenience of being invited to participate in something in which you are not interested or 2) the misgivings or lack of trust the participant conveys about the provider.  If actual harm is assessed and/or the level or frequency of complaint by subjects is inordinately high, the reviewer should consider if a change to the strategy is needed.  
4. Consider the Need for a Waiver:  An “opt out” approach involving a non-VCU recruitment site requires a waiver of the prospective subject’s consent (to be contacted).  Reviewers must follow procedures outlined within WPP XI-1 Consent Process, Elements, Waiver of Consent.
RESPONSIBILITY:

It is the responsibility of VCU investigators and research staff to be vigilant in facilitating research participants’ trust in VCU and the research enterprise.  Investigators and research sites (whether within or outside of VCU) are to work together to ensure that the privacy rights of prospective participants are protected with appropriate safeguards for identification and recruitment of eligible research subjects.  Investigators and research sites are responsible for complying with their respective HIPAA requirements.  The VCU IRB is responsible for reviewing the recruitment plans and the study design for the probability and magnitude of harm or discomfort. 

REFERENCES:

· VCU IRB WPP#XVII-2:  Subject Recruitment and Compensation (pertains to advertisements and similar forms of recruitment, as well as compensation guidelines)
· VCU IRB WPP#XVII-9:  Use of the Internet for Recruitment and/or Research Data Collection
· OHRP Frequently Asked Questions:  http://www.hhs.gov/ohrp/informconsfaq.html#q13

· VCU HIPAA Board http://www.research.vcu.edu/irb/hipaa.htm
· Family Educational Rights and Privacy Act (FERPA)
� The VCU Privacy Board oversees access to PHI- Protected Health Information for activity that is preparatory to research.  Such activity is not within the VCU IRB purview.  However, whereas the VCU Privacy Board controls access to PHI, the VCU IRB oversees how such information is used in the research context.  For HIPAA-related questions/guidance, consult the governing Privacy Board.  For VCU sites, this will be the VCU Privacy Board.  For Non-VCU sites, consult the site’s Privacy Board.
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