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Institutional Review Board (IRB)
GUIDELINES FOR SUBJECT ACCRUAL

1. General Considerations


The SLU IRB reviews accrual into research studies as part of its oversight of human subjects research.  There are several reasons for such oversight: 

1. All participants in human subjects research are considered to be at some level of risk, even if that level is minimal.  Because the IRB is charged with the protection of human subjects in research, the number of participants exposed to such risks must be monitored.

2. If a study plans to accrue more than the number of subjects initially proposed, the IRB is required to evaluate the incremental risk posed to additional subjects.  While this is especially important for moderate-to-high risk research, the same considerations apply to research that places subjects at lower levels of risk.

3. If a study is not able to accrue sufficient numbers of subjects, it is less likely that the research will contribute to generalizable knowledge.  Under those conditions, it may not be reasonable to expose subjects to any level of risk/inconvenience, even if it is minimal. 

Note: the Saint Louis University (SLU) Institutional Review Board (IRB) uses the words “accrual” and “enrollment” interchangeably.  

2. Definitions

Please note that the IRB definition of accrual may differ from that of a study sponsor.  Regardless of a sponsor’s definition of accrual, the IRB definition of accrual should be considered when corresponding with the IRB about a study.  

Screen Failures:  Individuals who have given consent and undergone study screening procedures, but do not qualify to continue in the study

Accrued Subjects:  Individuals who have given consent and have undergone study procedures (does not include screen failures). For data/specimen analysis only studies, accrued is the number of individuals whose data/specimens have been included.
Example:

a) Study participants have completed the consent process, including signing an authorized consent form when appropriate, and have completed screening procedures* such that they meet inclusion criteria and are considered eligible for the proposed study and;  

b)
They have completed a baseline visit. 

Study participants who complete “a” and “b” are considered to have been accrued. If participants complete only the procedures described in “a” are not considered to have accrued.  Similarly, study participants that sign a consent form but fail to meet inclusion criteria are not considered to have accrued.  

*Note: If subjects undergo screening procedures that are not part of standard of care for their condition, these procedures are considered research activities. Consent must be obtained before a subject participates in research activity.

3. Over-accrual

It is the policy of the IRB that investigators should not accrue more subjects than the number specified in the study protocol that is currently approved by the IRB.   
The IRB recognizes that there are times when accrual in a study must be increased.  Reasons for such increases include but are not limited to the following: (1) preliminary analyses show that initial estimates of subjects needed provide inadequate power to test study hypotheses; (2) recruitment in competitive accrual studies is more successful than anticipated, such that the sponsor revises the contracted number of subjects.  Under such circumstances, the investigator may request an increase to the number of allowable subjects by submitting an Amendment.  Upon receipt of IRB approval, an investigator then may continue recruitment to the amended level of accrual.

If over-accrual occurs, it should be reported to the IRB as soon as it is detected.  This is considered a protocol violation, and sanctions, including disallowance of data, may result.
4. Under-accrual

It is the policy of the IRB to monitor progress toward accrual targets that are specified in the protocol.  When recruitment is slow for an extended period of time, questions are raised regarding the likelihood of meeting the original accrual target.  Typically, these questions arise when accrual has been slow for an extended period of time (e.g., two years), as the IRB recognizes that numerous factors can hinder effective accrual in the first year of a study.  Under the latter circumstances, the IRB will query the investigator about the likelihood of reaching the accrual target.  

If the response from the investigator leads the IRB to conclude that the study is unlikely to meet accrual goals, the scientific value of the study is brought into question.  If there is reason to believe that participation in the study exposes the subject to risk without the prospect of benefit (including societal benefit from increased knowledge), the IRB may terminate approval of the study.  If the investigator wants to re-initiate the study, the re-initiation request should contain an accrual plan that provides a reasonable likelihood of reaching accrual targets.

5. Questions

Investigators who have questions about the accrual policy or face unanticipated issues related to accrual should contact the IRB at 977-7744 or by email at irb@slu.edu. 
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