
COMIRB Guidance on Pre-screening for Research Studies
Pre-screening is an important tool to increase the efficiency of conducting research.  Often, pre-screening is overlooked as a research procedure that requires consent of the subject.  The following guidance describes when COMIRB considers pre-screening a research procedure, best practice for verifying eligibility, and how best to approach the consent process for pre-screening.
1) When is medical record pre-screening a research procedure (Non-VA Research)?

COMIRB views use of the medical record to identify potentially eligible subjects to contact for recruitment as preparatory to research (not a research procedure), as long as there is a clinical treatment relationship between the investigative team (PI or Co-I's) and the individuals being pre-screened. 

If investigators are using the institution's medical record to pre-screen individuals with whom they do not have a clinical relationship, COMIRB considers the pre-screening to be a research procedure requiring consent and HIPAA considerations.  Investigators may request a waiver of consent (Attachment M) and a waiver of HIPAA Authorization (Attachment O) for such pre-screening if the criteria for these waivers can be adequately addressed on these forms.
Note: If an investigator views the medical record with intent to keep the data for future analysis, one of the following must be followed:

a) The data must be destroyed and then re-collected from the subject or subject's medical record once the individual has consented to participate in the study, or
b)  A full waiver of consent must be obtained to conduct this research procedure, regardless of whether the individual later enrolls in the study, or subjects are never contacted for recruitment (such as in a chart review study).
2) When is verbal pre-screening a research procedure (Non-VA Research)?  
COMIRB views the verification of a subject characteristics listed on the study advertisement as preparatory to research.  Therefore, if the investigator is merely reviewing a list of yes/no questions that mirror the characteristics stated on a study advertisement, s/he is not conducting a research procedure and consent of the potential subject is not required.  All pre-screening scripts should be submitted to COMIRB for review.

If pre-screening questions go beyond yes/no questions verifying subject characteristics listed on the study advertisement, or if open-ended questions are used, the pre-screening is a research procedure that requires consent.  Similarly, if investigators are initiating contact with subjects (i.e., subjects have not previously contacted investigators in response to an advertisement), the pre-screening is a research procedure that requires consent.  For such verbal pre-screening, COMIRB has developed a standard pre-screening script that contains the required elements of consent.  This script may be modified, as long as required elements are not removed.  This script may be read to the potential subject, and a waiver of documentation of consent (Attachment M) may be requested to waive the requirement of the subject to sign a consent form for the pre-screening.  A waiver of HIPAA Authorization (Attachment O) must also be requested if PHI is collected in the pre-screening, since it is COMIRB policy that HIPAA authorization must be waived when documentation of consent is waived.
3) VA Research: All pre-screening in VA research requires consent.  
Any pre-screening, whether by medical record review or screening questionnaire (even yes/no questions mirroring an advertisement), is considered a research procedure under VA regulations.  Consent, or waiver of consent, is therefore required for all pre-screening.  If the pre-screening is performed by examining the medical record, the investigator should request a waiver of consent (Attachment M). If the pre-screening involves interacting with subjects, a waiver of documentation of consent (Attachment M) should be requested to use with the pre-screening script, as described above.  In both cases, pre-screening requires a waiver of HIPAA Authorization (Attachment O) if PHI is collected in pre-screening.  
4) Asking a subject to fast before coming in for an initial study visit is a research procedure.  
Fasting for a research-related blood draw is a research procedure.  If an investigator is requesting a prospective subject come to an initial study visit fasting, the procedure for waiver of documentation of consent described above should be followed.  The pre-screening script can be modified to describe any potential risks fasting might entail (e.g., individuals with diabetes that may need to adjust their medication dosing accordingly).
5) Best Practice for Handling Pre-screening Data.  

Please note that a plan for pre-screening must be described in the protocol or Application.  COMIRB must review pre-screening scripts for verbal consent.  It is also recommended that pre-screening collection forms be submitted for review.  It is important to remember that pre-screening involves collecting information on subjects who may not qualify for, or who ultimately elect not to enroll into, the study. The pre-screening plans and forms should adhere to the following best practice standards:
· Pre-screening should not occur until the study has been described to the potential subject and the individual conducting the recruitment call has verified that the subject is interested in enrolling.
· Screening forms that contain eligibility information must not be labeled with any subject identifiers.  It is acceptable to label pre-screening forms with a code that links to identity on a separate sheet provided that the link is destroyed immediately if the potential subject does not enroll in the study.

· No identifiable data should be saved from pre-screening for individuals who do not enroll in the study.  If anonymous data from pre-screening are saved for individuals who do not enroll:

· The data should be tabulated on a separate sheet with no identifying information recorded, and the original screening form should be destroyed, and
· The data may be used only for the purposes of logging recruitment efforts, evaluating for lack of bias in final study sample, or understanding why certain people elect not to join research studies.  The purpose for saving the data should be described in the verbal consent script and COMIRB submission documents.

· If there are any potentially sensitive or stigmatizing pre-screening questions, best practice would be to ask a series of sensitive and non-sensitive exclusion questions together, and afterward have the subject indicate if the answer to any one of those questions is yes (or no).  On the pre-screening form, the questions should similarly be marked "yes" or "no" for the whole group of questions.
Example: "At the end of the next series of questions, please tell me if your answer to any one of the following questions is yes:"
· Have you taken any aspirin or nonsteroidal anti-inflammatory drugs (ibuprofen, naproxen, etc.) in the past 3 weeks?

· Do you take any medications for high blood pressure?

· Have you used any illicit/recreational drugs in the past 6 months?

· Do you currently use tobacco?

· Have you had any cold or flu-like symptoms in the past two weeks?
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