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X.        Recruitment and Screening

A. Recruitment by physicians

Under privacy laws, physicians may talk directly to their own patients about 
recruitment into a research study. If the physician is not the researcher, the 
recruiting physician needs an authorization to release any protected health 
information about the patient to the researcher. The Authorization to Release 
Health Information to Woman’s Hospital form or the physician’s authorization 
form may be used. The researcher may rely on the authorization to contact the 
patient about recruitment.  A second authorization is needed for actual 
participation in the research study.  

Physicians may not be paid for recruiting subjects. They may be compensated for
other research-related activities. Such compensation must be commensurate with 
the amount of effort.  

B. Recruitment by investigators

The recruitment of subjects, which is considered the start of the informed consent 
process, and the feasibility of recruiting must be considered and planned before 
initiation of a study and must continue throughout the study.  For this reason, the 
IRB must review the methods, materials, procedures, and tools used to recruit 
potential research subjects before they are implemented.  Some of the more 
commonly used tools of recruitment include direct advertising (flyers, posters, 
press releases, brochures), media advertisement (newspaper, TV radio, websites), 
recruitment letters, review of medical charts and computerized databases, and 
presentations at community meeting places. IRB review and approval is necessary
to ensure that the information related to recruitment is not misleading to subjects, 
coercive, and does not state or imply a certainty of favorable outcome or other 
benefits beyond what is outlined in the protocol and the informed consent 
document.

If the investigator is an employee of the covered entity, he may review medical 
records to obtain a list of potential eligible subjects. In most cases, recruitment 
using this method would then involve the patients’ physician contacting the 
potential subjects directly. The IRB will review such recruitment strategies on a 
case-by-case basis to ascertain sensitivity of the information involved, risk to 
patient privacy, possibility of coercion, and practicality of using such a method. 
Direct contact of patients by a researcher who is not the attending physician is 
discouraged, but may be allowed by the IRB under certain circumstances. 

As part of the study approval process, the IRB will review privacy and 
confidentiality safeguards for information obtained by researchers for 
preparatory-to-research activities, including, screening, recruiting, and 
determining eligibility. There is no consent requirement for such preparatory to 
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research activities. Any amendment to existing recruitment methods or 
implementation of new recruitment methods after study approval must be 
reviewed and approved by the IRB. 

C. Advertising

1). Content

Generally, advertisements to recruit subjects should be limited to the information 
that prospective subjects need to determine their eligibility and interest.  When 
appropriately worded, the following items should be included in advertisements:

1. Name and address of the investigator and/or research 
facility/institution;

2. Condition under study and/or purpose of the research;
3. Inclusion/exclusion criteria in summary form;
4. A brief list of procedures involved;
5. Time or other commitment required (number of visits, total 

duration   including follow-up visits, etc.);
6. Compensation/reimbursement; and
7. Location of research and contact person for further information

Additional guidelines include the following:

1. Advertisements should not emphasize monetary 
compensation.

2. Advertisements should not use catchy words like “free” or  
“exciting”.

3. Advertisements should be very clear that research
participation is what is being solicited.

4. Advertisements should not be misleading about the purpose
of the study.

2). Scripts

The first contact prospective subjects make is often with a research 
assistant who follows a script to determine basic eligibility for the specific 
study.  The IRB must review and approve the procedures to ensure that 
they adequately protect the rights and welfare of the prospective subjects.  
The IRB must have assurance that any information collected about 
prospective subjects will be appropriately handled.

3). Broadcasts
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When advertisements are to be taped for broadcast, the IRB must review 
and approve the final audio/video tape.  The IRB can review and approve 
the wording of the advertisement prior to taping to preclude re-taping 
because of inappropriate content.  The review of a taped message prepared
from IRB approved text may be accomplished through expedited review 
procedure

4). New advertisements after IRB approval of research

If an investigator decides to begin advertising for subjects after the study 
has received IRB approval, the advertisement shall be considered as an 
amendment to the protocol.  When such advertisements are easily 
compared to the consent form, the IRB Chair can choose to review and 
approve the advertisement using an expedited review procedure.  When 
the comparison is not obvious or other complicating issues are involved, 
the IRB Chair will refer the advertisement for full IRB review.

5). For studies involving investigative agents

Advertisements for recruitment into investigational drug, biologic or 
device studies should not use such terms as “new drug”, “new medication”
or “new device”.  The test article must be described as investigational.  
Phrases as “receive a new drug, treatment or device” imply that all or 
some subjects will be given newly approved products of proven safety, 
efficacy and/or benefit.  Describing the investigational agent as “new” is 
considered misleading.  When the research involves investigational drugs, 
biologics and/or devices, no claims should be made, either explicitly or 
implicitly, that the test article is safe or effective for the purposes under 
investigation, or that the test article is in any way equivalent or superior to 
any other drug, biologic or device.  Such representation would not only be 
misleading, but would also be a violation of the FDA regulations at 21 
C.F.R. 312.7(a) concerning the promotion of investigational drugs.

D. Internet recruiting

For Internet recruitment sites, IRB review and approval is required to assure that 
the information does not promise or imply a certainty of a cure.  There are two 
specific clinical trial listing services, the National Cancer Institute’s cancer 
clinical trial listing (PDQ) and the government-sponsored AIDS Clinical Trials 
Information Service (ACTIS), that do not require prospective IRB review and 
approval. All clinical trials must also be registered on clinicaltrials.gov. [12/10]
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E. Payment to subjects

Payment to research subjects for participation in studies is not considered a 
benefit. Rather, it should be considered compensation for time and inconvenience 
or a recruitment incentive. A summary of the amount of payment and the 
proposed method and timing of disbursement should be described to the IRB at 
the time of initial review to assure that neither are coercive or present undue 
influence.  

1). Timing of payments

Credit for payment should accrue as the study progresses and not be 
contingent upon the subject completing the entire study.  Unless it creates 
undue inconvenience or a coercive practice, payment to subjects who 
withdraw from the study may be paid at the time they would have 
completed the study (or completed a phase of the study) had they not 
withdrawn.  For example, in a study lasting only a few days, it may be 
permissible to allow a single payment date at the end of the study, even to 
subjects who had withdrawn before that date.

2). Completion bonus

While the entire payment should not be contingent upon completion of the
entire study, payment of a small proportion as an incentive for completion 
of the study is acceptable, providing that such incentive is not coercive.  
The IRB should determine that the amount paid as a bonus for completion 
is reasonable and not so large as to unduly induce subjects to stay in the 
study when they would otherwise have withdrawn.

3). Disclosure of payments

All information concerning payment, including the amount and schedule 
of payments, should be set forth in the informed consent document.

4). Alterations in payments

Any alterations in human research subject payments or liberalization of 
the payment schedule must be reported to the IRB as an amendment prior 
to implementation.

5). Reporting payments to the Accounting Department and the IRB

If the subject will be paid by Woman’s Hospital, the name and Social 
Security number must be released to the accounting department at WHF to
process. The collection and release of this information must be addressed 



71Approved 6/6/06; revised 12/10, 10/2012
          7/14, 1/7/19

thoroughly in the informed consent document and in the authorization 
form so that is clear to the subject that his or her identity will be released 
for the purpose of payment and reporting.  

In addition, the Internal Revenue Service requires that whoever is paying 
the subjects for their participation report payments in excess of $600 per 
calendar year on Form 1099-Misc. The filing of these forms necessitate 
that the name and social security number of the subject be collected on a 
Form W-9 and released to the Accounting Office at WHF to process. The 
collection and release of this information must be addressed thoroughly in 
the informed consent document so that it is clear to the subject that his or 
her identity will be released for the purpose of payment and reporting.   
(Example, if you complete this research study, you will receive at least 
$600. As a result, you must complete a Form W-9 before the research 
starts. This form will have your name and social security number on it and
will be given to Woman’s Hospital’s Accounting Office.  If you get at least
$600 each year from Woman’s Hospital, the hospital must report the 
payment to the Internal Revenue Service (IRS) on Form 1099-Misc. This 
form tells the IRS that a payment was made to you, but it does not say that 
you were paid for participation in a research study or whether it is taxable
income to you. You should talk with your tax advisor about the proper use 
of this Form 1099-Misc. If you withdraw from the study before you are 
compensated at least $600, a Form 1099-Misc. may not be sent to you.  
The IRS Forms W-9 or 1099 will not link you to the study. They will only 
indicate that you received payment from Woman’s Hospital.)




