Guidance on Using the 

Consent Template 

for 

Minimal Risk Screening Procedures

General Documentation Requirements

Informed Consent

When conducted solely for research purposes screening procedures for human subjects research require the prospective written informed consent of potential research subjects. This includes interviews and other forms of data collection.

The requirement for written informed consent may be waived. Two types of waivers include a waiver of documentation of informed consent and a waiver of informed consent. 

Waiver of Documentation of Informed Consent: A consent form does not need to be signed by research subjects; however, the investigator or approved research staff must engage the subject in an informed consent discussion and must obtain verbal consent from the subject before conducting any study procedures. A memo template has been developed which outlines the requirements for granting this waiver.
Waiver of Informed Consent: Informed consent (written or verbal) is not obtained from subjects. This is often restricted to chart review procedures. A memo template has been developed which outlines the requirements for granting this waiver.
HIPAA Authorization

When private health information is used for research purposes, research subjects must provide a signed HIPAA authorization permitting the use of their information. This includes the scenario where a clinician informs an investigator of an eligible subject. If informed consent is being obtained the HIPAA authorization is embedded in the consent form template. However, non-investigator clinicians cannot administer the informed consent document, even if it is only for screening purposes. If a consent form will not be signed, because one of the two previously described waivers has been granted, then a stand alone HIPAA authorization must be used. Non-investigator clinicians can administer the stand alone HIPAA authorization. The requirement for a HIPAA authorization may also be waived. A memo template has been developed which outlines the requirements for granting this waiver.
Options for Minimal Risk Screening

In some studies a large population of potential subjects must undergo simple minimal risk screening procedures (ex. chart reviews, brief interviews or questionnaires) before eligibility for the main study can be determined. These procedures may qualify for the above-described waivers. 

If the screening procedures do not qualify for a waiver of informed consent, a separate screening consent form may be used. This is particularly advisable if either the population to be screened is much larger than the anticipated number of eligible subjects or if the main study involves complicated procedures and a lengthy informed consent process. The IRB has developed a brief screening consent form template that includes all required elements of informed consent for minimal risk procedures. A full consent form for individuals participating in the main study should also be included in the IRB submission.

Instructions for Completing the Consent Template for Minimal Risk Screening Procedures 

Study contact information: All co-investigators do not need to be listed on the screening consent form. Only the PI must be listed. Contact information for a coordinator or other study staff member may be included at the discretion of the investigator.

Description: Clearly differentiate between the procedures that are part of screening and the procedures that are part of the main study. The description of the main study should not be as detailed as the description that is included in the main study consent form (i.e. do not copy and paste the description from the main consent form). It should contain only a brief description of the key study procedures such as those that are provided in flyers or advertisements. 

Privacy and Confidentiality: A breach in confidentiality will be the primary risk for the screening. Include specific details about the information that will be collected and who will have access to the information.

The requirements for signatures and the consent form stamp are the same for a screening consent form as they are for the main consent form. A witness is required.

Q&A

Q1. Can I just leave a stack of screening consent forms in the clinic so that the clinicians can have their patients sign them for me?

A1. No. The clinicians may only obtain informed consent (even for screening) if they are listed as study staff and on the IRB Approved List of Authorized Representatives to obtain informed consent. 

Q2. The IRB did not approve my waiver request and is requiring me to use a HIPAA authorization form. Can I (the investigator) just ask the potential subject to sign the HIPAA authorization at the same time that I have them sign the informed consent document? 

A2. No. The purpose of the HIPAA authorization is to allow you (the investigator) to obtain private health information (PHI) from the clinician. Prior to informing you of a potentially eligible patient the clinician must obtain written authorization from the patient. Remember, even verbal transmission of PHI is covered by HIPAA and requires a signed authorization or a waiver. When a clinician indicates that a patient is eligible they are often implying that a diagnosis or other health related criterion has been met – this is transmission of PHI.

Q3. All of these waivers and forms are confusing. Why doesn’t the IRB just tell us what we have to do instead of making us figure it out?

A3. Many factors are considered when waiver requests are reviewed such as the study procedures, the staff’s involvement in clinical care, the number of subjects to be enrolled in the study, the adequacy of confidentiality protections, the type of information that is being collected, and subject burden. Each study is different and must be considered individually.
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