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Memorial
Hospital of South Bend*

Quality of Life

Jamie Reinebold, MSW June 11, 2008
Prcnatal Care Coordinator

Mcmorial Hospital

South'Bend, IN

Dear Ms. Reinebold:

This letter acknowledges the completed review of protocol, “Foundations for Alcohol
Cessation; Education and Support (FACES)” As you know, the full board review of
this protocol was mitiated on Junc 4, 2008.

As Char, it 1s my pleasure to inform you that the revised protocol, (including Appendix
A through F), and new consent form, have been approved for an initial one year period
beginning June 11, 2008 and expiring June 10, 2009. Mcmorial Hospital operates in
accordancc with federal regulations; our assurance number is FWA 0005819.

Please be advised that a progress report will be required at the end of the approval perod
or the completion of the study, whichcver occurs first. For your convenicnce, 1 have
enclosed a copy of the Progress Report Form. Although unlikely, the IRB must be
notified of sigmficant adverse events that are felt to be protocol-related.

Thanks you for your interest in conducting research at Mcmorial Hospital. If you are in
need of additional information, plcasc feel free to contact me at 647-3468.

Sincerely, 4

"'M:M,W

Michelle Moore, RPh
Chair, IRB
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FACES Program

Dermographics/Release/IRB Consent

Client Name DOB
Address ‘ Zip Code
Phone | ‘ Contact

EDC Phone

A3

Consent for Release of Information

* |give consent for the FACES Program, a part of Memorial Health System, to release and/or
exchange Information from physicians, agencies and other programs for which | may qualify.

* | also give consent for data collected during my program participation to be released to
funding sources.

® |nformalion that may be shared includes:
Past Medical Information Current Medical Information ~ Social Support Information
Current Nutritional Information  Substance Use information  Summary of current services

¢ | understand this information is confidential, and only the information for which | give consent
will be shared. The data shared with the funding source will remain confidential, with no .
identifying information released. This information is to be used only to verify program
effectivenass and outcomes.

® |understand this consent form is good for one (1) year from this date unless [ revoke this
permission in writing.

Client Signature Date

Parent/Guardian If under 18 years

Witness Date

The IRB Conserht;fonn on the back of this document

must-be-sigried-by all_participants_at intake

Facesdemoconsent/4-08
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FACES Program
Demographics/Release/IRB Consent

Program- Participant:

By signing this document | acknowledge that | have been given a copy of
the FACES IRE Consent. The FACES program goals and procedures have
been explained to me. No guarantees have been made regarding the
results of my participating in this program I will receive a signed copy of
this consent form for my records.

| agree to partlclpate in the FACES project. My participation is voluntary
and | do not have to sign this form |f I do not want to participate.

Signature of
Participant:

Date: Time: AM/PM (circle)

Person Obtaining Consent

[ have explained to the nature and
purpose of the FACES project and the risk involved. | have answered and will
answer all questions to the best of my ability. | will give a copy of this consent to
the participant.

Signature of
Person Obtaining Consent;

Date: Time: AM/PM (circle) -

Facesdemoconsent/4-08
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Why Is this project being done?

The purpose of this study is to help pregnant
womern refrain from alechol use during pregnancy.
Alcohol use while you are pregnant can catse
harm to your baby’s brain and other organs.

Many women are unaware that alcohol use during
pregnancy may be harmful to their babies.

How many people will take part in this
project?

All pregnant women Initlating services in the St.
Josaph County WIC program will be screened for
alcohol use. Any woman who has g history of
alcohol use during pregnancy is stigible to
perticipate,

What is involved in this project?

All pregnant women will be screened for alcohol
usa by the nutritionfsts in the WIC offlces. Any
wornan who reports any amount of alcohol use
slnce conception will receive a second screen.

A short educallonal workbook will be reviewed,
Women who are al risk for alcoho! sbuse or
addiction will be referred to the Perinatal
Exposure Prevention Program (PEPP) for further
referral to treatment. Women at low risk will be
contacted by a FACES educator on a monthly
basis and asked about recent alcoho! use.

A brief survey will be sent to your home afler your
baby is born asking about the baby's weight and
length.

How long will I be In the study?

You will be contacted by a FACES educator once
a meonth unlll you are 36 weeks pregnant. A brief
survey will be sent to you after you have delivered
your baby,

What are the risks of this study?

The risks are minimal. The funding source has
asked that reports be sent to them twics a year,
This information is used fo determine the
effectiveness of the program. Al information about
your histary of alcohol use will be kept
confidential. Your chart will be locked In a fila
cabinet. Your name will not be used to transfer
any data.

What are the benefits to taking part In this
program? '

You may earn up to four BABE coupons for
participating. The educators and staff of the FACES

program wili offer you support and. referrals to
communily resourcss if you need them.

What options are there?

You may choose not to participate. The decision
whether or not to parlicipate will not affecl your care
at Memorial Hespital or your eligibility in the WIC
program.

What are the costs to participate?
There is no cost to your or your insurance company.

Wilt | be pald to participate?
You will not be paid to perlicipate. You may eam up
to four BABE coupons for participating.

What about confldentiality?

The FACES program will not include Your name or
any other Identifying information in the data sent to the
funding source. Your charl will be kept In 2 locked fite
cabinet and wilt accessible only to the FACES staff,
By signing the release form, you are allowing the
project team access to the Information they gather
during your participation in the project. The project
team Includes the Investigalor and FACES educators.

If you should qualify for a referral to the PEPP
program, you will be informed before the referral
takes place and you will have the option fo refuse
coriact with any refemral sourca.

What are my rights as a participant?

Taking part in the FACES project is volunta ry.

If you chaose not to parlicipate neither your care at
Memorial Hospital will be affected nor will it change
your eligibility to recelve WIC benefits. You may
choose not to participate at any time during the
project. Leaving the project will not affect your care
at Memoria! Hospltal or change your aligibility in the
WIC program,

if you choose 1o leave the pragram, you h:z.ﬂ
inform the investigator in writing at the address
on the first page. The Investigator may siill use
your information that was collected prior to
your written hotice.

You have been given an outline of the p ject
through your conversation with the FACES
educator. If you have further guestions you
can ask them directly or you can calt Janiie
Relnebold, MSW at 674-1354.

Who do I call if 1 have questions? M.

If you have any guestions reganding younrights
In this project you may contact the Institutional
Revlew Board, which s concemed with :_6
fights of individuals in research programs and
projects conceming vulnerable populatiohs.
You may contact the IRB chair, Michelle _
Moore, R.Ph. anytime Monday through Friday
by calling {574) 647-3488 or by wriling:
Institutional Review Board, Memorial Hodpital
and Health System, 615 N. Michlgan, ¥blth
Bend, IN 48601.




