INSTRUCTIONS FOR USE OF THE MODEL CONSENT FORM

x Use the language of this model consent form, making adjustments for each individual study where
indicated.

X A detailed explanation about what is required for each section appears in small blue type and is
italicized. Use this for your information, but do not reproduce this language in your consent form.

X Standard language appears in black. It should be included in your form; however, it may need to be
modified to the specifics of your study.

X Areas printed irgreen are for you to adapt to fit your study and then be included in the form.

x Be sure to check the General Guidelines that are posted below the model.

X Once a consent form is created using this model, a reviewer will determine if the uniqueness of your
study requires revision of the form.

x This model is updated regularly to conform to new Federal regulations or guidance. Before you
submit a new protocol, be sure to check back for any changes in the consent requirements.

X Consent forms should be submitted final form. There should be no instructions or general
guidelines on the form and there should be no tracked changes.

Middle Georgia State UniversifiGA)
<Enter department or schoaime>
Informed Consent
Title: <Enter title of study>

Principal Investigator: <Include name of P.l. and other investigators as appropriate>
If this document ifor a student project, enter the faculty advisor as Pl and on a second line enter the student as Student P.1I.

Sponsor: <If the study is funded, include the sponsor's name. If not, omit this line>

Are you 18 years of age or older¥es No (If “No”, you need a different form; please see the principal investigator)

l. Pupose

You are invited to participate in a research study. The purpose of the study is to investigateurpose>
You are invited to participate because you<aeter why they may meet the study inclusion criteriA>total

of approximately<enter number>participants will be recruited for this study. Participation will require
<enter amount> of your time over <enter the span of time and specify dates ifgrassibl

At a minimum, this part of the consent form must include:

X A statement that potential subjects are being asked to volunteer for a research study
X An explanation of why the subject is being asked to volunteer.

X A clear explanation of the purpose of tiesearch.

X The expected duration of the subject's total participation, and

X

The approximate number of patientshi® enrolled in the study at MG&nd elsewhere. (This is especially important wtien
number of subjects is material to the subject's decision to participate; ®mall sample size might compromise
confidentiality.)



Il Procedures

If you decide to participate, you will <enter a detailed description of the participant’s activities>.

X A detailed description and explanation of the procedthes will be performed on the subject, e.g. filling out questionnaires, being
interviewed, being audio or videotaped, engaging in role playing, performing computerized experiments, etc.

X



number, your initials, etcrather than your name on study records. The information you provide will be
stored<specify where and under what security provisioas-, locked cabinet, passwogid firewalt

protected computers. ybu are using a key (code sheet) to identifyrdsearch participant or the like,

indicate that the key will be stored separately from the data to protect privamy>name and other facts

that might point to you will not appear when we present this study or publish its results. The findings will be
summarized and reported in group form. You will not be identified personally.

If you are using a ké€gode sheetp identify the research participant, please indicate when the key will be destroyed
If youare using audio or visual media, please indicate how the nveilliae stored and kept private. Specify the length of tiree
media will be stored and when



common sense; there may be other places where changes need to be made for the consent
form to clearly reflect that it is the parent’s permission for the child’s participation that is
sought. In some cases, further adjustment is needed because both the parent and the child
are potential participants; the language of the consent form must reflect this clearly. If the
proposal involves minor children e.g., dual enrollment students, please contact the MGA

IRB chair for additional guidelines and child’s assent form

2. When relevant, consent forms should make clear what the participant is doing for the
purposes of research (what you will collect data on) and what he/she is doing for other
purposes (receiving routine instruction, routine medical care, etc). This applies to studies
that take place in the context of normal, ongoing activities that are not for research
purposes. For example, if a researcher is studying the scores on weekly spstirgat

are given routinely whether the research is being conducted or not, the consent form must
be clear that permission is being soughtisethe test scores for the purposegedearch
Permission is not being sought for the students to takeests, since they will do this
anyway in the course of instruction. However, if the researcher introduces an intervention
that is NOT part of routine practices, the entire process is research and consent must be
provided for all aspects of the procedure.

3. Please Proof Read
Look for the following:
X






who received your completed questionnaires. This will be the only person who will be able to know
which informationis yours. We want to let you know that because the questionnaires do not have
your name or address on them, we mightkmaiw which questionnaire is yours. If you don’t want us

to use your information anymore, we will stop using it, but any information that we have already used
in the study will not be removedOnly include the previous two sentences if the data wilbbepéetely
de-identified and you will not be able to determine a participant’s information.>

You may not be able to look at or get a copy of your health information that you gave us while we are
doing the research; however you will be able to look at oagepy at the end of the study.

3. For Studies Involving Concealment or Deception

If your study involvegoncealment use the following wording in the procedures section of your
consent documents:



cancer, or other illnessedt you are currently experiencing nausea for any reason, you should not
have an MRI scanniil your nausea has subsided.

It may not be safe for you to have an MiRhn if you have certain metals in your body or have certain
medical conditions. If you have any of the following, you will be excluded from this study for your
own safety: C



of a hospital record routinely. However, if the study detects an abnormality in your MRI scan, then
this information may becoenpart of the hospital recordlf something abnormal is found, such
information may keep you from obtaining health or life insurance, depending on the specifics of your
scan. It is possible that you could be unnecessarily worried if a problem were suspected, but not
actually found. Ifyou need to talk to someone about your concerns about an abnormal finding, you
will be referred to a counselor at your own expense.

MRI Pictures:

Your MRI pictures are for research only and are not meant to evaluate your health (as they would be if
they were part of a clinical, nenesearch visit to the doctor or hospital).

[If the Principal Investigator intends to provide copies of the images to thapaatichen the following
sentence should be included:]

However, you will be provided with a copy of the MRI pictures at no cost to you to keep and review
as you see fit.

5. For Wavier of Documentation of Consent and Online Studies

With the waiver of dogmentation of consent, consent with all of the required elements of consent are
still provided or read to the participant, but no signature is obtained. The same model consent form
can be used to make the consent document or the consent script, butatarsines will be on the

form. The line above the consent form should also be modified to reflect what constitutes consent
such as, “If you agree to participate in this research, please continue with the survey.”

For most online studies waiver of doumentations appropriatdoecause it would not be possible to
obtain a signed consent form. The line above the signature lines should be changed to something thai
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