STEP-BY-STEP GUIDE FOR CONSENTING SUBJECTS
Congratulations!  Your research study has been approved and you’re probably eager to enroll subjects.  The following information is intended to provide guidance on completing the WRAMC Informed Consent document (DA Form 5303-R).  A sample consent form is attached for reference.

Informed consent for research is a process that involves a dialogue between a potential research participant and the Principal Investigator (PI) or a knowledgeable designee.  This dialogue consists of an explanation of the study, potential risks and benefits, confidentiality and security of data and/or specimens, compensation, steps taken to protect the participant from risk/harm, and the participant’s legal rights. The consent form serves as documentation that a dialogue between the study participant and the PI occurred and is a comprehensive summary of the information shared.  Further, the consent form is an important document-verifying enrollment into a study and thus must be on file in each participant’s research record as appropriate.  Depending on the circumstance improperly completed and/or a missing consent form may exclude a participant from a study and data or samples may have to be discarded.  Please note that the consent must be obtained in person, unless logistical circumstances require the consent be obtained by other means (e.g., telephone, mail, or fax).

First, some ground rules:

1) The consent form should be completed in ink, not pencil.

2) Make sure the most up-to-date version of the WRAMC approved consent form is used.  The approved consent form is stamped by DCI and has the approval date and the protocol Work Unit # written in (see yellow highlighted area on the sample consent form).  If a consent form is revised (e.g. based on an addendum or serious adverse event), it must be re-approved.  The approved, revised consent form will be re-stamped by DCI, with updated dates written in the appropriate sections; previous versions of the consent form must not be used.

3) Surrogate Consent procedure must be approved by the HUC before it can be used.  If a Surrogate Consent is being used to consent adults who are incapable of giving consent, the person acting as the surrogate must have legal authority to act on behalf of the patient.  Such legal authority is evidenced by a power of attorney or court appointment as a guardian that authorizes the surrogate to approve participation in health care issues. It is not acceptable to ask the person who is accompanying a potential study subject, no matter what the relationship is, to provide consent without first establishing the legal authority of that person to act.

The following sections provide step-by-step instructions regarding the information to fill in on the consent form.  These areas are highlighted in pink on the sample form.
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· Part A (1) – VOLUNTEER AFFIDAVIT

If the study participant is an adult (age > 18 years), they print:

1) their name on the line following “I,”

2) their SSN on the line following “SSN”

3) their age in years on the line following “having attained full capacity to consent and having attained my”

4) the word “myself” on the line following “do hereby volunteer/give consent as legal representative for”

If the study participant is a minor (age < 18 years), the parent or legal guardian prints the following in Part A (1):

(a) the name of the parent or legal guardian completing the consent form on the line following “I,”

(b) the SSN of the parent or legal guardian on the line following “SSN”

(c) the age in years of the parent or legal guardian on the line following “having attained full capacity to consent and having attained my”

(d) the name of the minor who will participate in the research on the line following “do hereby volunteer/give consent as legal representative for”
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· Part A (2) – ASSENT VOLUNTEER AFFIDAVIT (MINOR CHILD)
If the study is approved only for adults, this section will be stamped “NOT APPLICABLE” by DCI and should be left blank.

If the study is open to minors, the minor may complete this section if they are of an age (usually >13 yrs) and have the cognitive capacity where assent is appropriate.  For this section, the minor prints:

(a) their name on the line following “I,”

(b) their SSN on the line following “SSN”

(c) their age in years on the line following “having attained full capacity to consent and having attained my”

(d)  the word “myself” on the line following “do hereby volunteer for”

· “I Do/Do not consent to the inclusion of this form in my outpatient medical treatment record:”

This box is now optional. If the patient wants to include the consent form in the outpatient medical record, the patient should check the “I Do” box. If neither box is checked, this will be interpreted to mean “Do not.”

· Volunteer Signature Blanks:

(a) SIGNATURE OF VOLUNTEER is completed by the consenting adult or assenting minor who will be participating in the research. This block should be initialed on subsequent pages.
(b) DATE is completed by the consenting adult or parent/legal guardian.  Every page (from page 2 on) must be dated.

(c) SIGNATURE OF LEGAL GUARDIAN (If volunteer is a minor) is signed by the parent or legal guardian who consents to include their legal minor in the research; this block may be initialed on subsequent pages.

(d) PERMANENT ADDRESS OF VOLUNTEER is printed on page 2 by the consenting adult or parent/legal guardian; this block may be left blank on subsequent pages.

· Witness Signature Blanks:

Signature witnesses generally are not  required, unless specifically required by the Walter Reed HUC. If a signature witness is required, complete the blanks as follows:

a) TYPED NAME OF WITNESS is typed or printed on page 2 by someone who has witnessed the volunteer or parent/legal guardian sign the consent form.  The purpose of the witness is to confirm the authenticity of the signature, not to confirm the volunteer’s or the parent’s/legal guardian’s understanding of the research.  The witness may be a member of the study team other than the principal investigator, a member the clinic staff, a family member, or friend of the research participant.  The witness name must be printed on page 2, but on subsequent pages this item may be left blank.

b) SIGNATURE OF WITNESS and DATE are completed by the witness on page 2; this block may be left blank on subsequent pages.
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