PATIENT INFORMED CONSENT FORNM TO 1‘\Rll(ll’\[L
IN RESEARCH STUDY

AND
AUTHORIZATION TO DISCLOSE HEALTH INFORMATION

RPN 2007- &7 (0

sponsor'study Tithe: Last Carolina Umiversity: "Banatne Qutcomes Longitudimal
Database (BOLD),

Principal Investigator: Andrew Averbach, M.D
Address: St.Agnes HealthCare, Inc

900 Caton Ave MI3 054
Baltimore, MDD 21229

Telephong: S10-368-8725 or
JH)-36R-60010 {24 hours)

Sponsor: Brody School of Medicine

Diata Coordimatimg Center: - Surgical Review Corporation

INTRODUCTION

You have been asked to take part ina research study being conducted by Fast Carolina
University and Surgical Review Corporation, The study is about bariatric (weight-loss)
surgery. Betore agrecing to take part i the study, 1Cis important that you read and
understand the following miormaton regarding the study. Taking part in the rescarch
study ts voluntary, I you decide not to take part in the study you will not he pcn'lli/cd or
lose any benefits, You can sull have weight-loss surgery. You may stop tuking part in the
study at any time without penalty,

This consent form may contain words that yvou do not understand. You shoutd ask vour

surgeon or coordmator to explain any words or information in (this consent form that yvou
do not understand.
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PURPOSE OF TIIE STUDY

The weight-loss surgery itselfis not part of the stady. [Cwill be performed in the sumc
way whether or not you agree to take parl in the study.

The purpose ol this study 1s o record and compare the long term results and effeets of
several ypes ol weight-loss surgery, By comparing the type of surgery performed and the
health of patients tor five years affer their surgery, we hope Lo learn:
o what types ol patients do best aller surgery
o the types of surgery that arc most helpful, and
e which types of surgeries remain most helplul alter iive years,
Because you mtend o huve werght-loss surgery, we would fike vour surgeon Lo send us
mformation about your medical condition and your surgery and to send us information

about your healtly and weight loss cach year for [ive vears following your surgery.

PARTICIPANTS IN THE STUDY

« All patients who are having weight-loss surgery performed at an American
Sociely tor Bartatrie Surgery {ASBS) Bariatric Surgery Center of Excellence.
meluding centers which have reecived Provisional Status designation, will be
asked o ke part o the study.

o All patients having surgery performed by a surgeon who is o Fellow of the ASRBS
will be asked to take part in this study whether or not the surecry is performed at
an ASBS Bariatrie Surgery Center of Exccllence.

PERSONS CONDUCTING THE STUDY

Your weight-loss surgeon from StAgnes Hospital will send personal health information
about you to Surgical Review Corporation, which works witl East Carolina University to
conduct the rescarch.

PLAN AND PROCEDURES

I you choose to take part in this study, your surgcon will send health information about
vou to Surgical Review Corporation. Information sent will include:

e vour nmme and social sceurity number

e yourdate ol birth

s vour height

o vour weight

®  Uny Prior surecrics

* the date of hospital adinission and date of discharge for your weight-loss surgcry
s the type ol weight-loss surgery perforined
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o vour medical condivon before, during and immediately after the surgery
s vour hecalth condition and weight following your surgery cach year for five years
following vour weight-loss surgery,

I the Tutire, the tesearchers may ask vou Lo take part in other research studies about
weight and werght-loss surgery. You do not have 1o take part in these studies unless vou
want ro. You can take part m future studies at the same time that you are taking part m
this study.

I vou decide not to have weight-loss surgery, or it the surgery does not occur for other
reasols, you will no longer be part ol this rescarch study.

I you decide not to take part in the study, we will colleet your age, gender, ruce,
cthntcity, height and weight in a manner that cannot be traced back (o you in order (o
have a record of the general medical condivon of the people who have been asked but
decided not to take part.

POTENTIAL RISKS AND DISCOMFORTS O PARTICIPATING

There are no risks of physical harm associated with participating in the BOLD rescarch
study. The study does mvolve possible inconveniconce in reporting vour medical
conditton. There 1s a small risk of emotional distress 1n the event your medical
mtormation is inadvertently disclosed to unauthorized thard parties,

POTENTIAL BENEFITS OI' PARTICIPATING

Participation m the BOLD research study is not expected to provide any direct benefits to
vou., We hope the information and knowledge gained trom the study will help surgeons
improve the way the surgery s done and better understand the risks and benefits of cach
Lype of weight-loss surgery.,

PRIVACY AND CONFIDENTIALITY OF RECORDS

As part of this study, rdentifiable health mformation or protected health information
{“PHIT) about you will be collected and used. The PHI wall include demographic
miormation (including your name, soctal secunty number, date of birth, gender, ethnicity
and race), your medical history including prior surgenes and medical conditions,
tformation regarding vour weight loss surgery, and mlormation regarding vou medical
condition following your surgery, Although your nanmie and social sccurity number will
be collected, they will not be diselosed to the rescarchers and wall only he accessed when
necessary 1 order o identily vou il vou change surgeons or doctors.

By signing this consent form, you are authorizing the Principal Investigator Dr. Averbacl
at StAgnes Hospital and his employees and agents, cmiployees and rescarchers al
surgical Review Corporation, and rescarchers al Fast Carohna Untversity workimg with
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Surgical Review Corporation on this study 1o use vour PHI in connection with this
rescarch study and to further disclose your PHI to representatives of the StAgnes
Institutional Review Board. Food and Di ug Administration or other UL S, Governnient
agencies. and other authorized persons.

It results from this rescarch study are published. vou will not be identified by name.

COSTS OF THE WEIGHT-LOSS SURGERY

You or your insurance company will be billed for all costs of the w cight-loss surgery, We
asstme no obligation to pay any money or provide {ree medical care for YOUT SUTECTY OF
[or any complications which may result from vour SUrgCery.

COSTS OF PARTICIPATION IN THE RESEARCH STUDY

Fhere are no costs 1o you or your insutance provider for particips g in the BOLD
rescarch study. No medical or surgieal procedures or tests are pertformed as part ol the
study.

COMPENSATION FOR PARTICIPATING IN THE RESEARCH STUDY

You will not be paid for participating in the BOLD researcls study. We assume no
obligation to puy any money or provide free medical care in case this research study
results i any harm o you,

YOLUNTARY PARTICIPATION

Participating in this study is voluntary. You do not have to take part m this study in order
to have weight-loss surgery. If you decide not to be in this study or deeide to stop
participating after it has already started, you may st op al any ume without penalty. Your
deciston not to take part will not affeet vour miedical care in ANV Wiy,

You have the right (o change your mimd about permitting us aceess (o your personal
health mformation. 1 vou decide 10 take away this permission you must notily vour
surgeon nwriting. Any information collected up to the time you take aw ay vour
permission may still be used, Deciding to no longer allow your inforntation to be used in
the study will not result in any penalty or loss to you.

WITHDRAWING YOUR PERMISSION

You may choose to withdraw this Consent as provided under the Health Insurance
Portability and Accountability Act of 1996 (LIIPAA) ut any ume alter you have signed it
by providing your surgeon with a written slatement that vou wish (o withdraw this
Consent. Your withdrawal ol this Consent will be cllective immediately and your
protected health mformation can no longer be used or disclosed for rescarch PUIPOSCS,
exeept to the extent your surgeon or we have already tuken action in reliance on your
consent. I addition, your protected health information received before you withdrew
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consent may continue to be used or disclosed in order to preseryve the integrity of an
ongomg study.

PERSONS TO CONTACT WITH QUESTIONS

The local investigator (your surgecon or designee) wall be avatlable to answer any
quesiions concerning this rescarch, now or in the future. You may contact your surgeon,
Dr. Andrew Averbach, at phone numbers 410-368-8725 (davs) ord10-368-6000 (nighls
and weekends). T you have additional questions, you may contact the Principal
Investigator, Surgical Review Corporation, o1l {rec at 866-746-0646. 1f you have
guestions about your rights as a rescarch subject, you may call the Chairman of
St.Agnes Institutional Review Board Dr, Frederick Kulin at phone number 410-644-
S1tL.

CONSENT TO PARTICIPATE

Title of researeh study: Bariatric Outcomes Longitudinal Database (BOLD)

I have read all of the ubove mformation. This study has been explained (o me. 1 volunteer
to take part in this rescarch study. 1 have had a chance to ask questions, and 1 have
recerved satisfactory answers to questions regarding arcas | did not understand. 1 give
permission o use my medical information as described in this consent form. (A copy of
this signed and dated consent Torm will be given o the person signing this form as the
purtictpunt or as the participant’s authorized representative.)

Participant's Name (PRINT) Signature Date

Guardian's Name (PRINT) Signature Date

PERSON ADMINISTERING CONSENT: | have conducted the consent process and
orally reviewed the contents of the consent document. 1 believe the participant
understands the rescarch.

Person Obtal ning rfounnsq

RENT- '_I.”T"'ﬂ-}gnature Date

o NES HEALTH CARE
ST OCIANAL REVIEW, BOARD
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