Model Volunteer Consent Form, #2

Jackeround

A leam of service umit heallh care

prevalence of diabetes in the commumly. Ihe ullimate purpose is lo determine
segeraplic or demaeraplic (aoe and vender) groups have the Lishest rates of undiaenosed
diabetes,

random serum glicose

Linal @iaonosis.  The leam oblained lechmical assistance for project desion and sample size
calculalions.

General Methods,

Ihe leam

membpers.  Ihe samplne

arfice.  1hus /st

every

selecled pegple and ask lhem lo participate mn lhe study.  Anyone posilive on a random
serum glicose

5 an “Tnformed Consent” form necessary? /s ts lruly ‘research”?

Screening for diabeles 1s parl of climcal care a aelailed process of informed consent 1s not
usually done
project really clinical care

Allhoush the project mcludes clhnical care, 1l is also research, due lo its use of sampline and
lo the purpose of lhe project.  Sampling 1s done lo ensure lhal lhe prevalence rales found
are valid for the entire communly. Hul sampling is a method of research, nol of chnical
care. The

undigenosed diabeles, and ho

DUrpose 1s research, allhoush lhe research resulls

care.

lnformed Consent by polential volunleers.

lnformed consent must be oblained velore a person's participation.  Allhoyeh findine
undigenosed diabetes



istance, driver leense and mmsurability may be adversely alfected by a diagnosis of dabeles,)
The consent must describe all benelits and ris#s.



Community Diabetes Research Project Informed Consent for Volunteers

We ask you to take part in research for the Community Diabetes Project.

The Project 1s sponsored by the Tribal Health Program and IHS. We want to find out
how many people have diabetes but do not know it.

Diabetes means that a person has too much sugar in the blood. Many people in this
Tribe have diabetes. Although many people with diabetes are diagnosed in the Clinic,
some people may not know they have it. If we know where most of those people live,
we can sel up stations to screen for diabetes in those Districts.

We want to check 200 adults for diabetes who live in all parts of the Reservation. We
picked the people randomly from the Tribal Census, like picking bingo numbers out of
a drum.

We want to check your height and weight, and do a blood test for sugar.
If you agree to take part, we will ask some questions aboul your health and how you
are feeling. We then will check your height and weight, and gel a drop of blood from
you by a finger—stick. We will test your blood for sugar right away, and tell you the
resulls All this takes about 15 minutes of your time.
When we get back to the Clinic, we will put all the results in your chart, for the
doctors 1o see.

If your test shows high blood sugar, we will ask you to go to the Clinic.

The test today does not diagnose diabetes. High blood sugar on the test today means
Just that you may have diabetes or tend to have it.

If the test today is high, we will make a Clinic appointment for you. You can gel the
final tests to check for diabetes there.

You and the community may benefil if you agree to lake part.
You may benefit because you will learn 1f you have diabetes or not. If you have

diabetes but do not know it, the Clinic can help you stay healthy. Our community
may benefil because we will be able to plan for better health services.



We want you to know the risks for taking part, as well.

The finger—stick will sting for a couple of seconds.

Some pecple may worry a lot 1f the test today 1s high. Bul a high test today does not
mean a person has diabetes for sure. The Clinic will do those tests. And if you have
diabetes, the Clinic can help you return to good health

It you have diabetes, you may need to have the Clinic OK your Driver's License each
year. Having diabetes also means it is more difficult to get insurance. (But most
insurance companies test for diabetes when people apply, anyway.)

We will keep all your information confidential.
Al results go right to your Clinic chart for your doctor's use. After that, the
Community Diabetes Project will remove all names. Because there are no names, no-
one can know what your results are from the Project.

If you have questions about this Project, please call Mary Doeswell al — ——
You may use a District or Clinic phone for the call, or you can visit her at Tribal
Headquarters. 1If you have a complaint, grievance, or other concerngplease call kd
Bthics al -~ or visil him in the Tribal Office. You may use a District or
Clinic phone for the call.

Taking part in this study is voluntary.
If you do not take part, you will have no penally and will lose no care or services by
IHS, Tribe, or others. You may stop taking part at any time, with no penalty or loss

of any care or services to which you are otherwise entitled.

We will give you a copy of this form.

[ aeree lo lake parl wn the Iribal Diabeles Communily Froject. /1
my blood for suygar, and pul the resulls i my Clhinic chart.

Volunteers Signature Jor thumb-print/ Dale



1tness lo Consent Procedures Joplional for siznalure/ Late

Swenature of Team Member Lale

[Nole:  The readabilily of lhis Form is 7th erade. (onsen! Forms do not need lo be un-undersiandable!/



