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o Thls is a long and lmportant document Thls document descrlbes a research study and e
explains how your medical mformatlon wrll be used andfor disclosed for the purposes of thrs L 7_'-_{ .

o research study, if you choose to: partlcrpate
e You should take the time to read thls document carefully lf you choose ‘you may take a copy of sl :‘-',_.
.. this documenf to discuss. wath ‘your physlclan, legal counsel fam|ly member or any ong else you S
_would Iike before srgnmg it. 7 o S o e
o Th|s document may contaln mformatron or words that are d:fl:cult to- understand lt is very
N rmportant that'you ask the study mvestlgator ora member of the study staff to- explam any
words or mformatron that you do nof understand _ : T

- Your partlclpatlon m thrs research study is completely voluntary If you agree to partrclpate in o N
* this study, you will be asked.to srgn this form to show your consent to partlclpate and your e

"""‘7'”aﬁ"t*ﬁ6r“ii§tl"6h“fo?tﬁé use“andlor dlsclosure ofyourmedlcal mformatlon VRIS e e

o Do not 5|gn thrs document unless you are comfortable with your decrslons regardlng both your o
_.consent to: partrcipate in: thls research study and your authorlzation for the use andlor
drsclosure of your medlcal mformahon for thrs research study. - . _
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L "You have been asked to partrcrpate in thrs study because you were recently dlagnosed wrth gestatlonal

.CHS.Consent & Authorization Form _ . : . B - cr—rs# 2012-16
, Son : , Date 0311012014 :

i August 2008 version

- 'A djahptps o

'-f"The purpose of thrs study is to frnd out whether women who have had gestatronal dlabetes wrll make o
_ - healthier lifestyle choices, achieve weight goals and. complete pcstpartum care assessments after '
'recervmg educatlon on healthy nutntron and exercrse ' ‘ R S

"The study wrll mvotve about 30 women

Thrs study is being funded by a grant from the. pharmaceutrcal company, Roche Dlagnostrcs Roche

. Diagnbstics is a division of the Hoffmann-La Roche Company and they manufacture healthcare tools

i "and r eaqents lncIUdlnq dlab@tes mOnthrl equlpment _L;;::.,::;‘;,ﬁ‘e._.,:::‘_:.'_“_“_:..‘i‘.:..:.:':":::_':.‘:'_:1;::::::.:;:““ *

Studv Procedures

Enrollment/Randomrzatron o
. This visit will occur- during-your 3¢ trrmester of pregnancy (28-40 weeks) or up to 3 months after you

dellver your baby This visit will take about 20 mrnutes

At this VlSIt a member of the study feam wrll revrew the study wrth you and determrne rf you are elrgrble '
to participate. If you are eligible and want to participate you will be randomlzed (like the ﬂrp of a coin) to
one of: three study groups. You will not get to choose which group you are |n o

Ce Groug One Standard postpartum care atter a pregnancy with gestatronal diabetes . - '-
s Group Two - Standard postpartum care after a pregnancy wrth gestational drabetes plus on- lrne

‘nutrition-and physical activify educatron classes .
" e Group Three - Standard postpartum care: ‘after a pregnancy wrth gestatronal drabetes on-line
' nutrrtron and physrcaf actwrty educatron ctasses p!us blood glucose testing _

You will also be asked to complete a questronnarre about yourself (for example your age "
race/ethnrcrty, etc. - ). : _ :

8 Weeks Post Partum . '

This routine visit as part of your normal care will accur B- 8 weeks after you have delrvered your baby
Thrs vrsrt will take about 30 mrnutes - : , ,

At th|s visit we wrll drscuss the résults of your routme 2-hour glucose tolerance tests whrch is also part
of our routine care. g : : :

o 6 Weeks to 3-Month Post-Partum

. At.6 weeks to 3 month after you have 'delrvered all subjects will be asked to complete questronnarres

- ~abolt dist and physical activity levels These guestionmaires can be completed sitherthrough-anon= -

- line secure web-based system or by phone with"a member of the study team. it will take about 30
mrnutes to complete these. questronnalres : .

Subjects in Groups 2 and 3 wrll also partrcrpate ina. 1 Y 1o 2 hour on-lme nutrrtron and physical actlvzty
“education class using Brainshark, a secure cnlrne meetmg platform Around the trme of the class, you
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: CGHS Consent & Authorization Form CHS#2012-16 - =~
*. . “August 2008 version o o . Date: 0302014
will be asked to submit one favorite family recipe on an index card, which will be modified bythe ~~ * =~ -
-addifian, you willbe-asked & %elfangeﬁ yswejggt- A8 Welle o pmivnin,, 0 v e
gl i N et e L T

e

B, g

. Subjects in Group 3 wil also need to test their blood glu s0se levels 4 times a day (before breakfast, 1-

_ hour after breakfast, lunch and dinner) for 4 days in row once a monthi for 6 months. A blood gl
T meferand test strips will be provided by the study. Subjects will need to report the results of their -
. testing to the study tea " B T S

m either by e-mail, fax, ormail. -

* . 6-Month Post-Partum. S L R
All' subjects will be asked to compiete questionnaires about self- and infant-care needs, breastfeeding,
~and depressive symptoms, These Questionnaires can be completed either through an on-line secure
"+ web-based system or by phone w_i"t_h‘_‘a'mEm_bet-pf-thé-stt;d.yiteam. Itwill take upto' 30 minutesto -

"-".'C'dmr')l,ete these questionnaires.. -~ - . CohrE T e .
.- Around the time of the class, you will be asked to submit o_r}'e*favorite family recipe on.an index-card,
... whieh will be modified by the nutritionist. In addition, you will be asked to ssif-réport your weight aswell. .

. Alf'subjects will be asked to complete questionnaires about diet and physical activity levels. Thése
- Questionnaires can.be completed either through an on-fine secure web-based system or. by phone with
- @'member of the study team. "It will take up to 30 minutes to complete these questionnaires,

. Subjects in Groups 2 and 3 will also parﬁd;ﬁate'in a1 ‘/z'-_zlhbur‘_gn‘)up oﬁ-lfhe! nut’r_iﬁoh_ and physical
~ education online class using Brainshark, a secure online meeting platform, You will be asked to self-

T report your weight &t this timé as well. o L
-+ Subjects in Group 3 will stop testing their blood glucose levels after completion of the 9-month online

education class.

12-Months Pest-Partum : ' _ . : :
All subjects will be asked to complete questionnaires about your satisfaction with the healthcare
system and your health-seeking behaviors. These questionnaires can be compieted.either through an
- on-line-secure web-based system or by phone with a member of the study team. ‘It will take up to 30
- ~rninutes fo compléte these questionnaires. You will also be askedto provide your current weight at this
- time as well. - : : Lo o

ln a.'d'di:tion, if you have héd ,another‘QGT-T or fasf_ing glﬁcdse test done ybu will be asked to sign a
ease 50 the study team can receive the results of this ‘testr.alo_hg with your most recenft weight :

release :
- neasurement.

' Addit_ibnaf Information _ o | R . o
- The information that you provide to us from your completed questionnaires will be combined with data
- from your.medical records, including information ori your pregnancy, laboratory. test restilts, medical

procsdures, and your medic_al'histqry. .

Risks, Potential Risks and/or Discomforts
T PBticipatin in researeh Studiss SREH IAVOIVaS possible risks and/er discormforts,

For women assigned to Group 3, you may experience minor discomfort from the self testing of your
-blood glucose during the 4 times a day for 4 days in a row. testing periods. This discomfort will be
- --8imilar to that which occurred during your pregnancy, where you tested your blood glucose levels to
: tes. If excessive bleeding or bruising occurs, please contact the

- better manage your gestational diabe
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CHSConsent&Authonzatron Form -~ - e - el R B CHS# 2012-16
' ' . Date: 03/10!2014

= Augustzoqa vaision -
o Prmctpatllnvestlgator ofthe study, FIorence Brown M D at.‘617-309-2496 between 9a.m and. 5p m
ARl 2, Menday throuy : s&esdeyg.;ptea

: "'erou

pe‘rsonai issues.” If you feel
'."'r'. l-" tons pease eel free not to answer tha question. Questronnaire

1_'responses wali be revrewed upon'r turn of the questionnaire. If responses require further attention, a
~_member of our study staff will confa you by phane or-mail within 48 hours of the questionnarre retumn-
to make arrangements for you to speak wrth a doctor or other medicat care provuder to further address ‘

'.the issue.

- . If at any tlme you feel uncomfortable partlmpatmg in: any portlon of the study, you need not partnclpate.
B Fmat!y, personal identifying information you-provide us will be kept confidential and wrll be stored ina
_,password protected database in the Iocked otﬂce of Dr Ftorenoe BI’OWn -

e sA’ OUF; responses f—rem questronnalre data- as well as medrcat mformatron wﬂi be stored separate*ly“from"“"‘"
~_ information that can identify you in-order to ensure your. confrdentrahty Only approved. study staff will
~ access to this non-identifying information, which: will be stored in a password -protected database. We
- donot antrcnpate any breeches of conﬁdentrailty, however, if a breech ocours, we will contact you '
lmmedlatety regardlng any mformatton that may have been compromlsed -

I you are asmgned to elther Group 2 or Group 3, you w:lt be asked to aftend 2 on tme nutrrt:on and
physical activity classes. - To ensure the security of data and lnformatlon the classes.will take piace

-——-~ff'ff‘*%—-onhne‘vraﬂa htghtysecure"web‘ﬁlatt‘“r“'"‘ B

In addition to the. possible risks and/or dlscomforts listed above there may be nsks/disoomforts
mvo[ved in this study that are not known at thls trme _ : o

New Informatlon and Ouestzons

lf any new mformatlon about the study becomes known that could affact you or mrght change your
dems:on to part:orpate in this. research study, you will be contacted by the study mvestigator

If you have any questlons at any trme about thls studyf YOu may contact the study lnvesttga_tor Florenoe

Brown M D at617-309~2496

Altemattve Pmcedures/T reaﬂnem‘s '

You do not have to parttctpate in this study to receive medlca! care for your past history of gestatlonal
dtabetes You wrt! receive standard care whether or not you partidpate ,
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- CHS Consent&Authonzatron Form - Lo e I g
. August2008versron . i S o . Date 03]10/2014 ‘ R

L Irzformatzon for Women af Ckrldberm gPotentzal _' ’

308 496_ Whie paiticipation in the study will not affect
5 .elrglble to participate in the study. Determ:natron" A,

CHS # 2012 16 -

o

lease. notrfy- Horence'Brown,'M D. by catirng.ﬁt?— o

nant’ uurrngt oUrse of the study, p
your current pregnancy, you may. no tonger be

_-and wiil be communicated to you through a marted ietter wrthm 1 week of our havrng recerved notrt“catlon

- of a new pregnancy

- 'Removal ﬁom Sz‘udv

Your partrcrpation in thrs research study may be d:scontrnued before you comptete the study |f '

__circumstances. arise which make this neoessary Your partlclpatron may | be dfscontrnued for. any of the
fottowmg reasons: ‘

 You do not comiplete the 6-week postpartum 75 gram 2 hour ora! gtucose toterance test
~Youdo: 1ot complete the: screening questronnarre B ety

You do not complete at least 3 of the 4 study questionnaires
You do not partlcrpate in the on-line nutrition classes (Groups 2 and 3 only)
‘You do not test your blood glucose fevels at least 75% of thetrme 4 timesa day for 4 days a
~_month (Group 3 only) :
* If you choose to take a.75 gram 2—hour OGTT at 1 2 months after your baby is dehvered and

you do not give permission for the release of your 75 gram 2- hour oral'glucose tolerance test at
1-year after the delivery of your baby - ‘

o
@
o ,
]

e Changem*your medical conaition,” moluding a dragnosrs of dlabetes or the ocourrence of anew

© pregnancy.
¢ Discontinuation of the study for any reason by the sponsor, investigator, Joslin Drabetes Center :

or government agencies.
» Other reasons; including new information avartabte fo the mvestlgator or harmfuf unforeseen

reactions experienced by research partscrpants in thrs study.

If: you are dlscontlnued from the- study for any reason this wrll have no affect on your current or future

' retatlonshrp with the Joslln Diabetes Center or your overall medical care at another facility. You will not

-be penahzed or lose any other benefits to which you are otherwise entrtied

Adverse Evems or Inmrzes

. ) ifas a drrect result to youir participation in this study, you expenence adverse event or study reiated injury, -
-you should immediately contact the study investigator Florence. Brown, M.D. at 617-309-2496 between

9a.m. and 5p.m. Monday through Friday. After 5p.m. Monday through Friday or on Saturday or Sunday,
ptease contact 617-632-7243 pager number 31863. You will be contacted by a member of the study
staff W|thin 1 hour, Ifitisa medical emergency, please call 914 and then contact our study staffas .

'soon as possrbte at the numbers provrded above.

In the event of an adverse event or study related injury, you or your rnsurance company may be -
responsrbte for some or all of your medical costs for any necessary medroal treatment Wthh wrll bs

e arranged by Fiorence Brown M D. and the Joslin Diabetes Center.

it is not the polroy of the Joslin Dlabetes Center to provrde free medical treatment or financial |
compensation for such things as lost wages, disability, andlor discomfort as a resuit of an adverse

- event or study related injury.
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" CHS Consent & Authorization Form . ' - | . CHS# 201216
August 2008 version _ a ; o Date: 03/10/2014

K Antzczp ated Béﬂeﬁt&

! i§'no guarantes fhiat V¢ W .ﬁéhg i ypart;_blpatmg_,m this s,tuay.;“.(égﬁ might-benefit from this™
- study by making healthier choices after having gestational diabstes and preventing diabetes in the
. future. Additionally other might benefit from the information we leamn from thigstudy. . = -

- Remuneration/Reimbursement
* Ifyou comiplste the sty you will receive $50.00. If you do not complete the stady, this amount il be .
..~ pro-rated based on what study procedures youi have completed prior to your withdrawal from the study. -
. ‘_'Pa'yment wjli,_be'ma'de to you by check. S R R T -

I this study shouid resuit in the development of any marketable product, it is not the policy of the Joslin
Diabetes Center to sha[,e_a_n;yfDrofitsfwi,th-,parti,cjp:ants,-inihe;;esearch,study.;, e

" Responsibility for Costs

All dr_j—[j;n_e classes for the study will bx_é done at no cost fo you.

“You or your insurance bofnpény may be responsible for the costs of the routine care tests such-as the 6
week-and 1-year 75 gram 2-hour OGTT which would be done whether or not you participate inthe -
- study, as these tests are a part of standard care. _ ' o _

| Iizght fo W;‘thhold or Withdraw Cénsént. or Refuse Pr@ceddres

Your consent to par;ticipate in'this r'esear_éh study is completely vo!un'tary.. You do not have to give your
* consent, but you will not be allowed to participate in this research study without providing such consent:

Atany time you may withdraw this cqhsent;andfor refuse a pro_cedure.

-} you withdraw your consent or refuse a procedure, you will.not be allowed to continue your
 participation in this research study. To formally withdraw your consant to participate in this research
- study, you must provide a written and dated nofice of this withdrawal to the study’s investigator -~
 Florence Brown, M.D. Please mail your lettsr- of withdrawal to: Florence Brown, M.D., Joslin Digbetes

- Center, One Joslin Place, Boston, MA 02215.

“Whether or not you provide your consent to participate in this research study, withdraw your consent, or
-refuse a procedure will have no affect on your current or future medical care at the Joslin Diabetes

Center or your current or future relationship with the Joslin Diabetes Center. You will not be penalized

of lose any other benefits to which you are otherwise entitled.

 Privacy & Confidentiality — HIPAA Authorization

. Afederal reguiation, the federal medical Privacy Rule, has taken ffectas required by the Health -
* Insurance Portability'and Accountability Act (HIPAA). Under the Privacy Rulls, you must provids wiitien
authorization for the use and/or disclosure of your medical information in connection with ressarch

involving your treatment or medical records.

This section gives more specific .infb_rnﬁation ab.ou-t-the privacy and confidentiality of your medical
information. It explains what medical information will be collected during this research stuidy and who

T APPROVED BY THE ) . o S
: JOSLIN DIABETES CENTER - _ _ - - Page6of12
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- CHS# 2012-16.

o CHS Consent & Authorization Form . S S : C o R R B
" ‘AugustZ008 version - - - Date: 0311012014_ i
- may use, dlsclose or receive your med:cal mfcrmatlon It also descrlbes how you can revoke o

faskior ' eethleu

__-‘We will.only collect medical rnformatfon that is needed for thls research study Ycur medlca[ :
L .mformatron will: only be used and/or drsclosed as explalned Il’l thls document or as permltted by law -

ninE elllledleallnformatton lnvolvechn this Study == ===

- .The results of thls research study may be publlshed in: sclentrflc Journals and/or presented at medlcal L
meetlngs if the results of this study are: pubilshed and/or presented your rdentlty wrll be kept

:conﬁdentral

“n addrt|on to this document you will rece!ve the Joslm Dlabetes Center’s Notlce of Prlyacy Practlces
- which provides more informatioh on how the Joslin Diabetes Center can use and/or disclose your
. medical information. 1f you have not received the Joslin Diabetes Center’s Not!ce of Prrvacy Practroes

_":please ask the study mvestlgator ora member ofthe study staff R

.This study may invoive the use and/or. disclosure. of medlcal information already in your medlcal record *
“here at Joslin and/or in another health care prowders records The mformatlon that will be used W|ll be
llmrted to information « concerning: : - N : _ _

e Height
Weight immediately before pregnancy
Weight prior to delivery

Your age at delivery e : R
Gestational age at delivery . :
Race/ethnlmty
Use of insulin in pregnancy
Contraceptlve use/type (past or current?)
Gravidity and parity , .
Breastfeeding exclusively (yes or no)
* Bottle-feeding exclusively (yes ornoy
Mixed breast and formula — how fany boities of formula/day
Breast t'eedmg exclusrvely duration
- Mixed breast and bottle duration:
Your weight at 3, 9, and 12 months after the dellvery of your baby
6 week glucose folerance test results
1:year 75 gram 2-hour oral: glucose tolerance or fastlng glucose test results

' -Blood glucose meter values

o._aoe‘e-o.eooos“oooooo-

Thls medlcal lnformatlon will be used andlor dlsclosed only for the purpose of this research study

Addltlonally, this research study may generaté new medlcal lnformatron that will be placed in your
research record and kept at Joslin Diabetes Center. The nature ofthe medical information resulfing
' 'from your partlcipahon in this research study that will be placed in your research record lncludes -
' - Your answers fo study questlonnalres : .
“Your blood Glusoses: levels (if you-are assrgned to Group 3)
Your weight at 3, 9, and 12 months after the dellvery of your baby

‘6 week oral glucose tolerance test results -
lf you choose o take this, reslts from your ‘l year oral glucose tolerance test

ooe‘ei-‘o

_:'ThlS med:cal lnformatron will be used and/or dlsclosed only for the purpose of thls research study

~ APPROVED BY THE . _ | o
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~ CHS Conserit & Authorization Form
© August 2008 version '

CHS# 201216
Date: 03/10/2014

-+ Authorized representatives of the Joslin Diabetes Center Audit and Gompliance Offics;

s Authorized representafives of the Joslin Diabetes Center Committee on Human Studies;
* - Other medical centers/institutions/study investigators outside the Joslin Diabetes Center

. paiticipating in this research study; .~~~ . .

e - Governmental entities that have the right to see and/or review research and/or yourmedical
-+ information, such as the Office 6f Human Research Protections and the Food and Drug - .
Administration; |

e Hospital and other accrediting agencies; - S : B :

o Clinical staff not involved in this study who may become involved in your care, if the medical

_ information is potentially relevant to freatment:. =~ :

e ~Your.health.care insurer.or_payer, if.necessary .r,;in;QEd;elf_--thQQu‘cejheiLpaymentjgr_-.amy.-couered,-.-:z-;m,‘;;;; _

~treatment not paid for by this Sfudy;

-Ali_r"easc:)nable efforts will be used to protect the privacy 'a;ri:d confidentiality of your medical information.
- However there is a risk of a'breach of confidenitiafity that cannot be totally eliminated. To minimize this -

 rigk, study records will be kept in restricted areas at the Joslin Diabetes Center and.computer access will -

be restricted by & password known only to authorized members of the staff at the Joslin Diabetes Center. .

. Information that could identify you, such as your name, will be maintained-in a file separated from all study .
 information. In spite of these: effrts to protect the privacy-and-confidentiality of-information-about you——--—

there is a risk that sensitive information may be obtained by others or discovered or inferred by members
of your family. For example, a court of law may order Joslin to release confidential information about you.

Additionally, all reasonable efforts wil be used to protect the privacy and confidentiality of your medical

information when the Joslin Diabetes Center is authorized to disclose such information to others. -
However, if your medical information is disclosed to a party not required by law to keep it confidential, then

that information may no longer be protected, and may subsequently be used and/or dfsclosed_ without your -

- permission.

 Right o Withhold or Withdraw Authorization | . |
. Yourauthorization to usé and/or disclose your medical informiation for the purpose of this research
- study is completely voluntary. You do not havé to give your authorization, but you will not be allowed fo

participate in this research study without providing such authorization. At any time you may withdraw -

 this authorization, but you will not be allowed to continue your pariicipation in this research study. -

Ifi_y_c.)u. Withdraw_ycur‘authorization, no new medical information about you will be obtained. However,

~ date you formally withdrew your authorization may continue to be used and/or disclosed for the purpose

. Principal investig

medical information obtained for, or resulting from, your participation in this research study prior to the

of this research study.

| Tgi formally withdraw. yo'ur,'author:izati(jn to use and/or disclose your medical information for the purpose

of this research study, you must provide a written and dated notice of this withdrawal to the study’s

© MA02215. |

Whisther of not you provide or withdraw your authorization for the uss and/or disclosure of your medical
information for the purpose of this research study will have no effect on your current or future medical care

 at the Joslin Diabetes Center oryour currént or futire relationship with the Joslin Diabetes Center.
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. CHS ,lnfbr{ned Consent & Authorization Form : CHS #: 2012-16
January 2007 version - o - Date: 03/10/2014

- HAY.RE recelving care regarding my invoiv  this research study. | understand that I should
constilt with any such doector, and have been encouraged to do-such, priorto __paﬁieip_aﬁﬁg in this study
.+ todiscuss whether there is any reason he/she is aware of why | should not participate in this study. -

 VOLUNTARY CONSENT & AUTHORIZATION

. - W e 1) \J

my involvement in this research st

. | have been informed of and understand the purpose of the research study entitled the, "Postpartum
- Gestational Diabetes Faollow-up Study” and the study’s procedures. | have been informed of and
- understand the foreseeable risks, potential risks; discomforts, and benefits associated with this study. |
have been advised of and understand that unforeseen complications may ocour. | understand that|
may.or may not be-entitled to free medical care-or compensation in-the event that |- am-injured -asa

o ,;;.f:fﬁ.-.ri;].f;:;ir“esu]t‘o.f:m:.y;pa;ri,icipa‘tion:l'nithis"studt';l:fun'd' rstand that if this-research-study-shoald restltintie=— = - — e

- development of any marketable product, it is not expected that any profits would be shared with me.

-1 have been informed of-and understand that my medical information may be used and/or disclosed for
the purpose of this.research study. | understand that the study investigators, study staff, and the Joslin
Diabetes Center will make all reasonable efforts to protect my privacy and confidentiality. |have beer:
‘advised of and understarid that there is a risk that my medical information may be obtained by-others. |
have beert advised of and understand that if others obtain my medical information, my medical =~
-~ ———information may no _40agerwbe--pFe'tetﬂed,—'andmaybe-'sub'sequentlyuseo%andfcrd_isclo‘sed‘wifhtﬂ:l;‘my
- permission. | have been informed of and understand that this study may be published or otherwise

- shared for sciéntific purposes. | understand that my name will not be published and that every

- reasonabie effort will be made to protect my confidentiality: : L ;

-l have been informed of and understand that my participation in this study is completely voluntary. | _
- mayrefuse to consent to my participation in this study. Once enrlled in this study, | may withdraw my
consent or refuse a procedure at any time. | may refuse to authorize the use and/or disclosure of my
“medical information for the purpose of this study. Once enrolled in this study, I may withdraw my
- authorization at any time. 1have been informed of and understand that I will not be allowed to
. participate in this study, or continue my participation in this study, without both my consent and
- authorization. R o 8 : T
" T haveread this document and been provided with the opportunity to discuss any questions and/or -
~ concerns regarding the research study and/or this document with the study invesfigator or a member of

the study staff. | have received the Joslin Diabetes Center's Notice of Privacy Practices.
| have been informed of and understand that | may contact the Joslin Diabetes Center's Committes on
Human Studies if | have questions regarding my rights as a research participant in this study. 1 may
contact either: o S0 o o .

s Leigh A, Read, CHS Program Administrator, at (617) 309-2543 3

s ' Robert C. Stanton, M.D., CHS Chairperson, at (617) 309-2477
| have been informed of and understand that | may contact the Joslin Diabetes Center’s Chief Audit and

- Conmipliance Office if | have questions regarding my rights associated with the use and/or disclosure of

- my medical information. | may contact: . .
' ~e Joslin Diabstes Center's Compliance Officer, at (617) 309-2400 -

APPROVED BY THE
| JOSLIN DIABETES CENTER |
- COMMI TEE Page 10 0f12
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. CHS informed Censent&Authonzatlon Fonn L e e : CHS# 2012 16
: JanuaryZODTversmn S , S o Date 03!10/2014

phySician about thls study before sngnmg thls form

'I" o G -'.;-; hereby consent " partrc:pate ln thls study and authorrze the use:

- and/or dlsclosure of my med|cal :nformatton for thfs research study, as descnbed in: thls document

Signature of Participant or Participant’s Representative =~ Date -

_ Participant o Participant’s Represéntative (Print Name)- - - -Relationship to Participant -

PLEASE NOTE . ' e
| do-not have to prov1de my authonzatlon for the use and/or d:sclosure of my medlcal lnformatlon for

this research study, as described in this document. *If I do not want to provide my- authorization, I must .~ N
check the box below and initial this statement Ifl do not provrde my authorlzatlon i'may not be able R

to partlcipate in this study.

: ]:J_ o do not authonze the use andlor dlsclosure of my medica! mformataon for this research study,
as descrlbed in thts document. ‘ Particnpant’s Initials ‘

APPROVED BY THE
, JOSLIN DIABETES CENTER
. COMMITTEE ONHUMANSTUDIES
. Do ‘NotEUse?Af .

MARCH 19, ?016 :
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. CHS Informed Gonsent & Authorizaton Form. ST GHe# 2012416
) January2007versron L e Lo

_ Date 03/1 0/2014

. 7foreseeab!er risks, potentral rlek dlscomforteﬂ erfd
study.-' Thrs expianatlon was made m ‘appropriate

T I hereby cemfy that I have explalned to the above-named partrclpant the nature and purpose of the use 7 l, 'r
“randfor disclostre of hrefhermedma!1nformatrcm1ncludmgihe'pbesrbﬂrtytharhrslher‘me‘dlcar TR
~ information may be gbtained by others. This-explanation:-was-made-in-appropriate language.- | have

questlchs andlor concems regardlng fhlS research study"or any ofthe studye procedures and 1 have
answered hle/her questlons to'the best of r my ablhty S L

asked the above-named partlcrpant if they have any questions and!or concerns regardmg the use
and/or disclosure of his/her medical information for the purpoee of this- research study, and | have -

: ianswered hls/her questfons to the beet of my ab:hty

1 hereby cerhfy that | have mformed the above-named partrc!pant that his/her partrctpatron in thts
research study is completely voluntary. To the best of my knowledge, the decisions made by the

above-named participant regarding his/her consent and authorization are accurate reflections of his/her-

B .personal choices. To the best.of my knowledge the above-named partlcrpant has not been coerced or

. Signature of Investigator or Investigator’s Representative

; mduced into his/her partlclpatlon in this research study.

' _Dare

o Investigator or Investigator’s Representative (Print Name)

APPROVED BY THE
JOSLIN DIABETES CENTER

" MARCH 19, 2016

Page 12 of 12 -

Participant’s Initials:



