IRB APPROVAL/REB ATTESTATION
DATE: Friday, March 6, 2015

TO: Dr. Kenneth Atkinson
Columbia Gastroenterology Management Ltd.
410-301 East Columbia St
New Westminster, BC, V3L 3W5

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-MAR-06

EXPIRY DATE: 9 Feb 2016

IRB APPROVED DOCUMENTATION

Protocol Version(s): * P15-325 Version 1.2 dated 2015-JAN-05
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30

* Product Monograph for " HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

The above referenced research was reviewed by the Ountario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.
The consent document(s) referenced are valid for use at your site.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials™.

Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
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Responsibilities by going to your CIRBI homepage (“My Home”) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials”.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBI:

=  Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

»  Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

» Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

Sincerely,
Institutional Review Board Services

b
g

Anna Carnevale

Coordinator

Client Services

(Phase I & Special Projects Team)
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.M Hbpital Maisonneuve-Rosemont
Cortre s & IUniversits de Montreal Pour vous, pour la vie

Le 28 juillet 2015

Cr Guy Aumais
(Gastroentérologie
Hépital Maisonneuve-Rosemont

Objet:  Evaluation du profet de recherche « Effels de Fadalimumab sur les

résultats signalés par le patient, chez des patients canadiens attelits d'une
forme modérés a grave de colite ulcéreuse {Stude UCanADA)»

Docteur,

Lors de k& réunlon du comité scientifique de la recherche et de la convanance
institutionnelle {CSACH) tenue le 28 juillet 2015, votre projet de recherche a &1& jugé
conforme a la convenance institutionnselle. Les membrss du comité portent & votre
attention qu'il s'agirait d'un projet d'une phase V.

Dans le but d'obienir votre fettre d'autorisation de ka personne mandatée afin de mener

vatre étude & I'HMRA, vous devrez foumnir le contrat signé par touies les partles lorsque
disponibta,

Les membres transmeitent cette décision au comité d'éthigue de a recherche (CER)
de I'Hipital Maisonnstve-Resemont {HMR).

Veuillez agréer, Dr Guy Aumals, mes salutations distinguéss.

En remplacement de Or Michel Vallée, président

{ _atd . _
Ifran Ahmad, M.D., M. Sc.

Membre
C3RCI

c.c. Dr Pater Vavassis, M.D., président du CER-HMR

5415, by, da ["Asammtion
Montrdal 35 H1T 24
Teephong - (S14) 252-3400
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Centre universitaire
de santé McGill

McGill University
Health Centre

Centre d'éthique appliquée
Centre for Anplled Ethics

Riay 15 2015

Dr. Tahat Beaglssow
hiontreal Sensral Hosplesl
1550 Cedar fvenue

fopm D1E.137 -
Montreal, Cusher

H3G 144

Objet : Approbatlon des comités d"éthlque et scientifiyue
de votre projet de recherche

Or. Besskesow,

Le comité d'éthique de la recherchs (CERY du Centre Univarsitaire
e Sanké McGill [CUSM) qui aglt camme CER Svaluateur pour Ie
Rrojet de recherche muldcenirigue subant, et aox conditfons
sunvantes, confirme que le résultat de Fexamen éthique st
sciantifique est poddf

Re: Approval by the recearch ethlcs and science review
carmmlttees of your research study

The WgGill University Health Centre (MUHC} Research Ethles
Committes (REB} acfing a5 the raviewing REB for ihe following
muitkcantered reseanch and with the following conditions
cowifierns the stienca and ethbcs raviews receivad pasitive rasuits.,

# acTikre da la recherche/ MP-LUSAA-14-478 Impact of Adalimuowb on Patent-reported outcomes (PROs) In
#and Research Tile: Canadian Fatients Suffering from Moderate-to-severe Ulberative Collts [Candla)
Nom du promotzut/ Nameof sponsor: | AbbVie Corparaton '
Date CER / RER masting daka: Mareh 22, 2015
Pienier/Full Soard
Evaluation sclentiflque posithve par te comibk compdtant dy CUSM/ by the compatent MURC Research Ethics Board
Favourahle science review
Vvarsion des doouments approuves Research Protocg] Including Cuestionnalrestanshon 1.2 January 5, H115) In English;
Version of approved doclments Revised Information and Consent Form [Apdil 35, 2015) in French and English;
Questionnalre instrictions (Febroary 12, 2015) in French and English;
Produict Monograph (lanuary 17, 2014).
Date exgiration de & préssmms May 14, 2036
apprubation éthigue/
Expiry date of athics approval
Rapawedlemnant annuel / Rapport d'étape anmuel deit dire dépos un mols swant fa date d'explration fot-haut)
Annugl renswa) £ Annual progress report & ba submitted ane month priot to sxpiny dote {atave)
Suivi &thloire continy / NfA
Contiming sthits review
Attestation du LER / MiA
fEBA
WA, FADDOIRE40

4] Renouvallement annual de Papprobetion éthigus
St b réalisation de cette recherche <& poursuit pendant plus d"un

AFHC R-RER A ptarerl befver. verston 1048150010

A} anynual renewal of the sthics appraval
If your projact {asts more than ane year, it s mporant that
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an, natte {ER en confirmers 4 chague année Facceptabili
éthigue, & condition que vours deposiez auprds oy CER, un mois
avart b3 date gnniversaire de g présenta lettra {tei quilndhgies
plus hawt) un mpport d'dtspe annual décrivant, dans son
enzemble, {3 réalisation de la recherche.

Bl  Auprds dfun cherchaur dana chexpe dtablmserent

Le Codre de réfiErence des stablircements Pubics dir rdeeqy de
fa sonte et dns services socioua (A3SS) Pow Fairtorisadon ¢ une
recherche mende dans plus d'un Stoblissement émblie, &
Vartide 112, que vous pouvar fotimir une cople de
présente kettre a un sitre charchauy Qe vt demandar 3 son
éreblissement Pautorisation d'y maner fa mime racharche,

Lorsque vous fournirez afngi une copie de catte Inttre, venifiez
fgalemant inclure:

+  besverzions Arales des documants du projat;
= les lttres dmanant de notre CER qui’ parmattent da

constater [a tenaur de Uexarnen Sthiqus;

=  Toulm directive de notra CER  quast aux

rodifications purersent sdmindstratives qul peuyent
&tre Spportées 5 In vartion finale des docemants
APEHOLNAES,

Veulller rappeter su cherchaur quill doft, 5i ¢a nest & fialr ;

videntifier ¢t identifier son Stablissemant auprés de
notre CER;

fourndr 4 nowe CER ks documents démontrant sa
mpdtence pour la réalisatfon du projet [canfirmation
de san priviiége de recherchs);

foumir & motre CER Pinformation utie mu sulat des
pupulations &t des conditions locales qui  serait
susceptivle d'avoir une Incidence sur Pévahuatien da
Facceptabifits éthique du projet de rechercha;
tposer & chague annde, 3 la date fnglquée cihaut, un
rapport d'égape sur fe déroulsmeant de Is recherche dans
50n Atabliszement. Uomision par = cherchaur &un
#abilszament de déposer ca rappart e compvometny
pas | rencuvellerment annuat de {'approbation dthfgue
couvrant Vensemblé de ce projat de recherche. Notre
CEA dvalugteur pourta cependant demendar & &
personne mandatfe  dans oot dmblickernent  de
sEpendre Fautorizstion tdornds A un cherchenr qui n'a
pas tiposed e rapport d'étape demends.

C} Rasponsebilités du chercheur
Vapprobation dthique ¢ projet de  recherche pourrait Btre
suspendue si ks condiions suiventss pe sont pas respectées ;

obramr 'auterlsation dorite de notre CER de i+(Ti]
medification substantelle 3 Ja vecherche, incluant tout
thangemem daps e déroulerent de Iétude, ies
arrangerments financkens etfau FutlibsaBon de meeassureas
avint deffectusr les changamments: A Mmolns qrine
action  immédiate st Urgente et nécessalre  pour
eliminer tout denger powvant compromettant ke biep-

ML R-REE Aol bedlox vevyiom £, 20 15-0-00

yau submit an annus) progress repart for review By the
avatirating REB one month prior 1o the annivarsary date of this
{etter (see above] for comtinuation of the probect.,

B] Tathe Brincigle Investimtor st exch site

In accardance with article 11.2 of the Codve de réfifeemnce des
Etabisementy pirblice du réveay de fg sonté ot des s@ridray
soofui (RSES) pour Poutorisatipn &'une recherche mense
dons ples G'un Etobfirsemene, you cin prndde another
researther with a copy of the RER approval latter bo conduet
thwt sami reszarch at ancther Instkution,

When vou privide & copy of this letter plaaze also include
the falowlng doosmants:

*  The Hnal versions of alt study documents;
*  The REB letters indicating the changes regLired thug

reflecitng the scope of ethics review:

+ Any of owr direciiver perteinirg tw the

adminlstrathee modifications brought b the final
warslan of the epproved docurmens.

Flease remind the researcher(s) that ha or she must provide
U5 i3 520N as possible with the folowing

[ 3

His or bar name, title and the name of the institution
where the research wilf be cordpomd;

Documents to show that the ressarcher has the
approprldte gualifiortions t0 conthut the reseamch
{eonfirmation of his ar har resasrch privileges)

All relevant informatlon about the focal poppltions and
circumstances timt may have 3 bearlng on the ethics

[EVIEw,;

An annogl progress report from bis or her jnstitution Lo
be fled with us every year by the date indlcated ahgve,
Fallore of the researchen(s) tn sulinf an annual progress
repoit fram that institution will not compromise the
anniel ethics approval of the research, Cur reviewing
REB may, howevar, ask the Personne Mandatée by that
Institution 40 sispend the aulthoritaton of the
feszarcher to conduct research who hes not submitted
the required annual repon,

€} Dustins of rasparchers
Ethlcs approval may be withdrawn If the Foilawing stigxlations
are apt mets

* 1o Obrain prior written aparoval from the RER for
any supsiantie modification o the research,
ncRIding changes to the study srocedyres, financiat
ArTangEments andfor resoures utillEation, before
inltlatng the change; except whers urgent action is
required to eliminats 30 Immediote hagard b a
study subfect;
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&tre d"un participant;

+  mainkendr confidentlellement 3 jrar e reglstres das
participants pendank tout e temps requis par bes Iois at
mglements eties pofitlques imatitotionwelng:

»  wvouzr conformar & toutes e Iois, politiques et
réglements gl govwwemant [ rachwrches impliguant das
Ayres hurEInG ainsi gue les gxlgancas du CER:

+  wous conformer @ toutes lsz demandes du CER
notmnment |3 nécessltd de notifiar ‘e CER de toute
réaction fndésirable graves [RIG) inattendues gl patierm
alarmant dans lr RIG anvisageables sglon le politiguss
ot procédures de chdque Initution gb b recherche
sest déroulse;

*+  aviser le CER alnsl que tous les participanis & ta
recherche  de  nouvellas  donmdes  Smergenias
slgnificatives;

& wous conformer aud siigences de IMassufance de la
qualité comme difini dans chague nstivtion;

»  mintenir ks dossiers et les donndes de fa rechenche
ssdon es lols et réglements applicables.

Le CER du CUSM est strocturé et fonclionng seken les directives
publlées de LEnonce de molftigire-des trols Consedls 1 Eique de ta
recherche over des étres hurtams2-Z004, dy Plon dacrian
ministériel en éthique de fn rechorche et en fntdgritd sclertifigue,
At an.confomnink svec la Lo/ sor fes otvmeots et droges incluant les
réghements sur les afimerds 2t dregues, sur [es nstriments
mEdcaux & sur bes produbts de santd naturalis ginsi que et kois
appileables ay Québec at 2u Canada, ks standards #noncés per le
Code of Ferlerol Ragulations Améticaln qul régit la recharcha syr
lws 2tes hurnalns, ot selon les principes des bonnes pratigues
dinigues |BPC) raconnues mondialement. Nous soshaitans vous
avisar que les modes opératoires du CER dy CUSM satisfalt auw
evigances de 'Attestetion du comitd didthique pour fa racherthe
cornme Sk (& par Santé Canads.

En eapérant |a todt 3 vot ez satisfaction,

Biar & vous
E} o Leboucht ME.
i L 111755

Beartrand LebouchE, PR, MD

Co-Président

CER du LK

MP-CLUSM-14-278

Cor Parzonne Mandatée CUSM / Mandated Parson MURC

ML R-REE appeaval ke eams |0 201 5-00-18

8t maivtam confidentially the updeted Research
Subjects Registry to be retained for the fength of
time requited by regulations, and in eccord with
institue|ona pellcy;

*+ t comply with all relevant regulations and
euldelines governing the conduct of research
invoiving human subjects ard the requiraments of
the REB;

» o comply with =il RE6 requests T raport shudy
Infermxtion  including  prompt  reporting of
uvnexpectzd ar serious adverse evenis |SAEs) or
abarming trends n expacted SAES, aucording to the
policies and procadures of each instfution where
the skudy is conducted;

» to eduise the HER and all sudy sublecks of new
sgnificant findings emerging durng the course of
the stucy;

« to comply with gualty assurarice assessment as
dafinad by exch inspirton’s palicy,

= to malmeln study recoids atcarding to regulatony
raquirsments.,

The REB of thie MUHC 1 organized and works under the
published guidehines of the Tifouncl Pollcy Skmtement 2 -
2014, wnd Plae d'oction ministédie! en Sthlgue de fa recherche
et en lntdgritd scieniifige; end In complmnce with the Foad
and Drugs Act, Incloding the Food ond Orug Regwiotions,
Madicol Devites Requlations, snd Marum! Health Products
Requiations, and the applicable provistany of Ousbiec and
-anadian law; and act in conformlty with standards sst forth
In the (US) Code of Federsd Regirlations governing human
subjects resmarch, and functioning in & manner consistent
with imtemationalty actepted principles of good dinical
pactice {GCPL We wish to advise yoo that the MUHC RER
working procedures covopletely sadsfiar the requirernants
far Resdarch Ethies Bonrd AttestatTon (REGA] ar stipulared iy
Health Canada.

WWe trust this mizets with your complate sfstetion.
Sincersly
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IRB APPROVAL/REB ATTESTATION

DATE: 2015-OCT-16

TO: Dr. Rahman Bacchus
Dr. Rahman Bacchus Medicine Corporation
1275 Walker Road, Unit 7
Windsor, ON, N8Y 4C9

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-0OCT-16

EXPIRY DATE: 2016-FEB-09

IRB APPROVED DOCUMENTATION

Protocol Version(s): * P15-325 Version 2.0 dated April 8, 2015
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30
* Product Monograph for " HUMIRA® adalimumab 40 mg in 0.8 mL

sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

* Patient Module Version 2 dated 5 May 2015 (English)
* Patient Module Version 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials”.
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Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
Responsibilities by going to your CIRBI homepage (“My Home”) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials™.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBLI:

» Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

= Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

= Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

Sincerely,
Institutional Review Board Services

b~
Vil

Anna Carnevale
Coordinator
Client Services
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IRB APPROVAL/REB ATTESTATION

DATE: 2015-SEP-01

TO: Dr. Andrew Bellini
Bellini Medicine Professional Corporation
470 Chrysler Dr., Unit 11
Brampton, ON, L6S 0C1

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-SEP-01

EXPIRY DATE: 2016-FEB-09

IRB APPROVED DOCUMENTATION

Protocol Version(s): e P15-325 Version 2.0 dated April 8, 2015
Consent Form(s): e Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): » Patient Instructions for Questionnaires (undated)

e Patient Module Version Draft 2 dated 2015-JAN-30
e Product Monograph for * HUMIRA® adalimumab 40 mg in 0.8 mL

sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

s Patient Module Version 2 dated 5 May 2015 (English)
e Patient Module Version 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials”.
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Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5,2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS5
tel. (905) 727-7989  fax (905) 727-7990 e-mail info@irbservices.com web www .irbservices.com



Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
Responsibilities by going to your CIRBI homepage (“My Home”) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials®.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBIL:

* Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

* Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

* Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

Sincerely,
Institutional Review Board Services

e

Anna Carnevale
Senior Coordinator
Client Services
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IRB APPROVAL/REB ATTESTATION

DATE: 20 Sep 2016

TO: Dr. Edmond-Jean Bernard
EJ Bernard MD Inc.

PROTOCOL: AbbVie Corporation - P15-325 Impact of adalimumab on patient-reported
outcomes (PROs) in Canadian patients with moderate-to-severe ulcerative
colitis (UCanADA): a prospective observational cohort study (Pro00011211)

SITE APPROVAL: 20 Sep 2016

EXPIRY DATE: 15 Jan 2017

IRB APPROVED DOCUMENTATION

Protocol Version: o P15-325 Protocol Version 3.0, April 4, 2016
e P15-325 Protocol Administrative Change 01 dated 15 December
2015
Consent Forms: » Informed Consent Form Version Date: 2015-FEB-08 (Fr. & Eng.)
Product Information: e Product Monograph for ™ HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17
Recruitment Material: e Your Trial Pamphlet (undated) (Fr. & Eng.)

* Nice to meet you (Visit 1) Brochure (undated) (Fr. & Eng.)

e Well Done (Visit 5) Brochure (undated) (Fr. & Eng,.)

* Good to see you (Visit 3) Brochure (undated) (Fr. & Eng.)

*  Your Condition Pamphlet (undated) (Fr. & Eng.)

»  Website Information Notice Email (undated) (Fr. & Eng.)

e Welcome Back (Visit 4) Brochure (undated) (Fr. & Eng,)

e Hello Again (Visit 2) Brochure (undated) (Fr. & Eng.)

* Postcards Series (Visit 1, Visit 2, Visit 3, Visit 4, Visit 5) Rev. June I,
2015 (Fr. & Eng.)

* Newsletter - Theme A Version dated July 8, 2015 (Fr.)

* Newsletter - Theme A Version dated July 3, 2015 (Eng.)

* Newsletter - Theme B Version dated July 8, 2015 (Fr.)

* Newsletter - Theme B Version dated July 3, 2015 (Eng.)

* Newsletter - Theme D Version dated July 8, 2015 (Fr.)

* Newsletter - Theme D Version dated July 4, 2015 (Eng,)

Page I of 3 Initial Approval (site). v.061516

IRB Services. 372 Hollandview Trail. Suite 300. Aurora. Ontario, Canada L4G 0AS
1el. (905) 727-7989  fax (905) 727-7990  e-mail info@@irbservices.com web wwv.irbservices.com



e Newsletter - Theme E Version dated July 8, 2015 (Fr.)
o Newsletter - Theme E Version dated July 4, 2015 (Eng.)

Other Material: e Patient Instructions for Questionnaires (undated)
Patient Module Version Draft 2 dated 2015-JAN-30
Patient Module Version 2 dated 5 May 2015 (English)
Patient Module Version 2 dated 5 May 2015 (French)

* Patient Information Form (English & French) (undated)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of IRB
Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study with the above
referenced modifications.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Home,” then selecting the “IRB Services Reference Materials.”

Investigator Responsibilities

You can access a copy of the General Guidance: Investigator Responsibilities by going to your CIRBI
hemepage (“My Home”) and selecting “Chesapeake IRB Home,” then selecting the “IRB Services
Reference Materials.”

Your responsibilities to the IRB include, but are not limited to, informing the JRB of the following using
CIRBI:

=  Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

=  Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

=  Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

Page 2 of 3 Initial Approval (site). v.061516
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The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

Thank you for selecting IRB Services to review your research project.

Sincerely,
Institutional Review Board Services

I~

Anna Carnavale
Senior Coordinator
Client Services
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IRB APPROVAL/REB ATTESTATION

DATE: 2015-JUN-10

TO: Dr.Ian Bookman
Kensington Screening Clinic
340 College St., Suite 601
Toronto, ON, M5T 3A9

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-JUN-10

EXPIRY DATE: 9 Feb 2016

IRB APPROVED DOCUMENTATION

Protocol Version(s): * P15-325 Version 2.0 dated April 8, 2015
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): » Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30

= Product Monograph for " HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

° Patient Module Version 2 dated 5 May 2015 (English)

* Patient Module Version 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.
The consent document(s) referenced are valid for use at your site.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials”.

Page 1 of 2 This document was printed from CIRBI ™ on 6/10/2015 12:25 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS5
tel.(905) 727-7989 fax (905) 727-7990 e-mail info@irbservices.com web www.irbservices.com



Full

I MAcereditation: §
3 S

Investigcator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
Responsibilities by going to your CIRBI homepage (“My Home”) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials”.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBI:

* Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

= Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

* Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBI.

Sincerely,
Institutional Review Board Services

;’? »
wéi 4

Anna Carnevale

Coordinator

Client Services

(Phase I & Special Projects Team)

Page 2 of 2 This document was printed from CIRBI ™ on 6/10/2015 12:25 PM
Investigator IRB Approval/REB Attestation (Mulii Site), v5.1,2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
tel. (905) 727-7989 fax (905) 727-7990 e-mail info@irbservices.com web www.irbservices.com



IRB APPROVAL/REB ATTESTATION
DATE: 2015-MAY-19

TO: Dr. Marc Bradette
Centre de Recherche Saint-Louis
3165 Chemin Saint-Louis
Quebec, QC, GIW 4R4

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-MAY-19

EXPIRY DATE: 9 Feb 2016

IRB APPROVED DOCUMENTATION

Protocol Version(s): * P15-325 Version 1.2 dated 2015-JAN-05
Consent Form(s): e Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30

*  Product Monograph for " HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.
The consent document(s) referenced are valid for use at your site.

The French version of the consent form is currently not available but will be forwarded to you once it
becomes available.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials™.

Page I of 2 This document was printed from CIRBI ™ on 5/19/2015 12:50 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1,2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
tel. (905) 727-7989 fax (905) 727-7990 e-mail info@irbservices.com web www itbservices.com



Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
Responsibilities by going to your CIRBI homepage (“My Home™) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials”.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBI:

* Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

* Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

* Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CER
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBI.

Sincerely,
Institutional Review Board Services

I~
(WAl

Anna Carnevale

Senior Coordinator

Client Services

(Phase I & Special Projects Team)

Page 2 of 2 This document was prinied from CIRBI ™ on 5/19/2015 12:50 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v53, 2014-NOV-21 , FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
tel. (905) 727-7989  fux (905) 727-7990 e-mail info@irbservices.com web www.irbservices.com
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IRB APPROVAL/REB ATTESTATION

DATE: 2015-JUN-10

TO: Dr. Brian Bressler
Gastrointestinal Research Institute
1190 Hornby Street, Suite 770
Vancouver, BC, V6Z 2K5

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-JUN-10

EXPIRY DATE: 9 Feb 2016

IRB APPROVED DOCUMENTATION

Protocol Version(s): * PI15-325 Version 2.0 dated April 8, 2015
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30

*  Product Monograph for ™ HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

* Patient Module Version 2 dated 5 May 2015 (English)

* Patient Module Version 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.
The consent document(s) referenced are valid for use at your site.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials”.

Page I of 2 This document was printed from CIRBI ™ on 6/10/2015 12:26 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontarjo, Canada L4G 0AS
tel. (905) 727-7989 fax (905) 727-7990 e-mail info@irbservices.com web www.irbservices.com



Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
Responsibilities by going to your CIRBI homepage (“My Home”) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials”.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBI:

* Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

* Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

= Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBI.

Sincerely,
Institutional Review Board Services

/.
7

Anna Carnevale

Coordinator

Client Services

(Phase I & Special Projects Team)

Page 2 of 2 This document was printed from CIRBI ™ on 6/10/2015 12:26 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1 , 2014-NOV-28, supersedes v5,2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada 1L4G 0AS5
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IRB APPROVAL/REB ATTESTATION

DATE: 2015-SEP-01

TO: Dr. Daniel Green
Oshawa Clinic
117 King Street East

Oshawa, ON, L1H 1B9

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro00011211)

SITE APPROVAL: 2015-SEP-01

EXPIRY DATE: 2016-FEB-09

IRB APPROVED DOCUMENTATION

Protocol Version(s): * P15-325 Version 2.0 dated April 8, 2015
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30

*  Product Monograph for ™ HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

* Patient Module Version 2 dated 5 May 2015 (English)

* Patient Module Version 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials”.

Page 1 of 2 This document was printed from CIRBI ™ on 9/1/12015 2:50 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
tel. (905) 727-7989 fax (905) 727-7990 e-mail info@irbservices.com web www .irbservices.com



Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator
Responsibilities by going to your CIRBI homepage (“My Home™) and selecting “Chesapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials”.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBI:

= Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

=  Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

= Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

Sincerely,
Institutional Review Board Services

Anna Carnevale
Senior Coordinator
Client Services

Page 2 of 2 This document was printed from CIRBI ™ on 9/1/2015 2:50 PM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5,2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS5
tel. (905) 727-7989  fax (905) 727-7990 e-mail info@irbservices.com web www.irbservices.com
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Septermber 17, 2015

Dr. Mark MacMillan,

471 Smythe Street

Atlantic SuperStore, 2" floor
Fredericton, NB  E3B 3E3

Dear Dr, MacMillan:

Re: Impact of adalimumab on patlent-reported outcomes (PROs) in
Canadian Patients with moderate-to-severe Ulcerative Calitis
{(UCanASA): A prospective observational cobort stedy

Principal Investigator: Dr, Mark MacMillan
Fike #: 2015-2182

Research Ethics Board

Howiomm Hesleh Mctmork, 3002 SIREI,
ke OHTce « 0640 600 Ted 00548517} Fax

Horizon s A D

Wmowrchy Einfer o gntmy
e T e
5 Eteled Sucricm)
Elwpbopiig

Jeif Jewnings
ChafrreesonMetiodolopleal Fxpers
Eiktx Malone
e Choir
Dr. Eotwab Luchomedial
fnterventional Cardizlegin
Dr. Sxnjay Siddharha
Pychiarrist
Dr. Keith Wilzon
Madieolr Famsiy Mediclse
Dr. Peler Marionpi
Medicals Forily Medicine
Dr. Glegden Sellivan
Medicot
D Haly Makary
Medicol / Meosatelogic

This will acknowledge receipt of the response to the RER’s conditional
approval letter submitied for the above mentioned study.

This information has been reviewed, Final Approval 15 now granted by the
Research Ethics Board effective September 17, 2015. Re-approval should be
initiated prior to the due date of September 17, 2016,

REVIEWED:
¢ Research Stady Application: version dated Angust 5, 2015
* Protocol: version 2.0 dated April 8, 2015

* iInformed Consent form apd Information fetter: version dated
March 18, 2015

= Instruction for patients - Visit 1 (Baseline): version dated May
3, 2015

* Instruction for patients — Additional Visit 1 (Opticnsal):
version dated May 5, 2015

* Instruction for patients - Visit 2 (Week 8): versien dated May
35,2015

* Instruction for paiients -~ Additional Visit 2 {Optional):
version dated May 5. 2015

Dr. Aruber Somu

Medical 7 Dscafogy

Qisia Pisegnx
FPharmacistiConiend Exper
Miery Retves

Coniens Expirr

denathon Chage, Q.C,

Law

vlario DiCadon

Low

. Tiwrothy Cheisiie, fHSe, PhD
Erliics Expert

Dr. diare Smith, PhD
Michpe Coster
Non-Seiemific
Marie-Nivole LeGresley
Nowt-Seleniifis

Cir. Jares Crofr
Methodalegice Expert
Markn; hMoercar
NursingScienific
Gordon Friors
Commuminy

Dravid Hanson
Covrmbaip

Al Kgvanaugh
Conmugiy

Andrey Lempert
Commisiniip

§. Maurice Lagers
Commaniyy
Lioyd Stiberisng
Campmanity

RESEARCH - BUILDEHG THE FOUNDATION FOR QUALITY PATIENT CARE



R5 20152182
Dr. Mark Maciviillan
September 17, 200 5

-

Imstruction for patients — Week 52 or Premature Discontinuation: version dated May 5, 2015

* Enrollment Form for PROGRESS Program members taking HUMIRA for Crohn’s disease
or aduit Ulcerative Colisis: version dated May 2014

* Product Monograph — Humira; version dated July 3,2015
» Case Report Form: V.2Final dated June 25, 2015
Also received and op filg;

+ Linked Insitntion: version apdated

*+ Certificate of completion — Diving inte Clinieal Trials-Sink or Swim — Monica Bottos:
version dated April 16-17, 2015

+ Collaborative Institutional Training Initiative (CITI Program) - Monica Bottos-Hatheway:
version dated March 24, 2015

+ CV. Monica Bottos-Hatheway: version undated

* CV.Dr. Mark MacMillan: version signed and dated November o, 2014

The Research Ethics Board for the Horizon Health Network is organized and operates according to the
principles of the ICH Harmonized Tripartite Guidelines: Good Clinical Practice, Tri-Council Policy
Statement and Division 5 of the Food and Drug Regulations. The Horizon Health Network RER carrics
oMt its functions in & manner consistent with Good Clinical Practices; and haes reviewed and approved
the climical trial protocol and informed consent form for the trial which is 10 be conducted by the

qualified investigator named above at the specified clinical trial site. This approval and the views of this
Research Ethics Board have been documented in writing.

With kind regards,

Chai¥- Resaarch Ethics Board
Horizen Health Network

IWr

RESEARCH - BUILDNG FHE FOUKDATION FOR GUALITY PATENT CARE
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WS h Ethics Board
MOUNT SINAI %, ~ Research Fihics Bourd
HOSPITAL Toronto, Onteyio, Consan 3G 126
t: {416) 586-4875 £ (416) 5854715
www. misinal.on.ca

Motification of REB Initial Approval (Delegated)
Date:  April 13,2014

Tus: Or. Geoffrey Nguyen
Department of Medicine
Division of Gastroenteralogy
Mount Sinai Hospita!
600 University Avenue, Room 437
Toronto, Ontario M5G 1X5

Re: 16-0005-E
Impact on Adalimumab en Patient-reported Qutcomes (PROs) in Canadian Patlents with Moderste-to-

Severe Ulcerative Colitis (UCanADA): A Frog peclive Observatienal Cohort Stody

Sponsar: AbbVie Corporation
REB Review Type: Delegated
REB Initial Approval Date: 13 April, 2416
REB Expiry Date; 13 April, 2017
Documents Approved: Protocol (dated 38-Ape-2015)
Consent Form (dated 16-Feh-2018)
Docements Acknowledged; Study Information for Patients {Englizh and French) (rec, 06-Jan-2018)
loumeyBox Material (rec. 06-Jan-20i86) Study Newsletter (English and French) (dated 03-Jul-2015)

Study Visit Cards (English and French){dated 01-Jun-2015)

Patient Questionnaire Package, Visit | {datad 05-hiay-2015)

Patient Questonnaire Package, Visit 2 (dated 05-May-2015)

Patient Questionnaire Package, Final Visit (dated 05-May-2016)

Patient Questionnaire Package, Additional Visit | {optional)dsted 05-May-2015)
Patient Questionnaire Package, Additional Visit 2 (optionall{dated 05-May-2015)
Hezlth Records Access; Yes

The above named study has been reviewed and spproved by the Mount Sinal Hospital Research Ethics Board. If, during
the course of the research, there are any serious adverse events, confidentiality concerns, changes in the approved
prafect, or any new information that must be considered with respect to the project, these should be brought to the
immediaie attention of the REB. In the event of a privacy breach, you are responsible for reporting the breach to (he
8M5SH REB and the MSH Corporate Privacy Office (in accordance with Ontario health privacy legislaiion — Personal
Hezlth Information Protection Act, 2004). Additionally, the MSH REB requires reports of inappropriate/enautharized
use of the information,

If the study is expected to cominue beyond the expiry date, you are responsible for ensuring the study receives re-
approval. The REB must be notified of the completion or termination of this study and a final report provided, As the
Principal Investigator, you are responsible for the ethical conduct of this study.

The MSH Research Ethics Board operates in compliance with the Tri-Council Paolicy Statement 2, ICH/GCP Guaidelines
and Pernt C, Division 5 of the Food and Drug Regulatians of Health Canada.

. Ph.Dn.
ai Hospiial Research Ethics Board

Ronald Heslegt
Cheir, Mount
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Conjoint Health Research Ethics Board

Research Services Office

3" Floor MacKimmie Library Tower (MLT 300)
UNIVERSITY OF 2500 University Dirive, NW
CALGARY Calgary AB T2N 1N4
Telephone: {403) 220-7%90
chrebiucal £

May 26, 2016
Ethics ID: REB16-0706

Remo Panaccione

Dear Remo Panaccione :

RE: Impact of adalimumab oan patient-reported outcomes (PROs) in Canadian patients
suffering from moderate-to-severe nicerative colitis

The above-named research, including:

* UCanADA Informed Consent Form, version 1, April 6, 2016

* UCanADA Patient Reported Qutcomes questionnaires, version 1; May 5, 2015
* UCanADA Protocol, version 2, April 8, 2015

* HUMIRA Product Monograph, February 26, 2016

has been granted ethical approval by the Comjoint Health Research Ethics Board of the University
of Calgary. The Board conforms o the Tri-Couneil Guidelines, ICH Guidelines and amendments

to regulations of the Food and Drugs Act re clinical trials, incliding membership and requirements
for a quorum.

You and your co-investigators are not members of the CHREB and did not participate in review or
voting on this study.

This smdy has been reviewed by the full Conjoint Health Research Ethics Board of the University
of Calgary on May 19, 2016,

Please note that this approval is subject to the following conditions:

I. A renewal must be submitted by May 26, 2017 » containing the following information:
i. The number of participants recruited;
ii. A description of any protocol modification;

ii. Any unusoal and/or severe complications, adverse events or unanticipated problems
involving risks to participants or others, withdrawal of participants from the research,
or complaints about the ressarch;

V. A summary of any recent literature, finding, or other relevant information, especially
information about risks associated with the research:

v. A copy of the current informed consent form;
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vi. The expected date of termination of this project.
2. A Final Report must be submitted at the rermination of the project.

Please accept the Board's best wishes for success in your research.

Sincerely,

Kathleen Oberle, PhD, Vice-Chair , CHREB
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Conjoint Health Research Ethics Board

Research Services Office

: 3" Fioor MacKimmie Library Tower (MLT 300)
UNIVERSITY OF ) 2500 University Drive, NW
CALGARY Calgary AB T2N IN4

Telephone: (403} 220-79%0)
chrebf@ucalgary.ca

CERTIFICATION OF INSTITUTIONAL ETHICS REVIEW

This i3 to certify that the Conjoint Health Research Ethics Board at the University of Calgary has
examined the following research proposal and found the proposed research involving human
participants fo be in accordance with University of Calgary Guidelines and the Tri-Council Policy
Statement: Ethical Conduct for Research Involving Humans 2010 (TCPS 2). This form and
accompanying letter constitute the Certification of Tnstitutional Ethics Review,

Ethies ID: REB16-0706
Principal Investigator: Remo Panaccione
Co-Investigator(s): There are no items to display

Student Co-Investigator(s): There are no items to display

Study Title: Itnpact of adalimumab on patient-reported outcomes {PROs) in
Canadian patients suffering from moderate-to-severe nlcerative
colitis

Sponsor (if applicable}:

Contract Funded,
Effective: day 26,2016 Expires: May 26, 2017
Restrictions:

This Certification is subject to the followIng conditions:

1. Approval is granted only for the project and purposes deseribed in the application.

2. Any modification to the authorized study must be subrmitted to the Chair, Conjoint Health
Research Ethics Board for approval.

3. An annual report must be submitted within 30 days prior to expiry date of this Certification,
and should provide the expected completion date for the study.

4. A final report must be sent to the Board when the project is complete or terminated.

Approved By: Date:

Kathleen Oberle, PhD, Vice-Chajr , CHREB May 26, 2016



IRB AFPROVAL/REB ATTESTATION

DATE: _ 2015-SEP-29

TO: ' D, Denis Petrunia
Discovery Clinical Services Lid.
601A Discovery Streat
Victoria, BC, V3T 5G4

PROTOLOL: AbbV¥ia Cerporation - P15-325

Impact of adalimumab on patient-reported ontcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colids (UCanADYA): a prospective
observational cohort study (Prof00H11211)

SITE APPROVAL: 2015-SEF-29

EXPIRY DATE: 2016-FEB-0%

IRB APPROVED DOCUMENTATION

Protocel Yersion(s): = P15-325 Version 2.0 dated Aprl 8, 2015
Consent Forimis): *  [Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): *  Patient Instroctions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30

+  Product Monograph for " HUMIRA® adalimumab 40 mg in 0.8 mL
sterile solution (50 mg/mL} subcutaneous injection Version dated
2014-JAN-17

» Patiemt Module Version 2 dated 5 May 2015 {English}

= Patient Modnle Varsion 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRR) of
Insticutional Review Board Services., The IRB approved the research, as described above,

You have been unconditionally approved as the Investigator at your site for the above study.

Menmbership List

Yaou can aceess a copy of the most recent [IRB membership list by going to your CIRBI hemepage (“My
Hame™) and selecting “Chesapeake IRB Homepage™, then selecting the “IRB Services Reference
Marerials™,

Investipator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the Generai
Guidance: [nvestigator Responsibilitiss. You can access a copy of the General Guidance: [nvestigator

Fape 1 of2 This document was printed from CIRBI ™ o W202015 11:29 AM
Investigator IRB Approval/BEB Attestation (hulti Site}, v5.1, 2014-NOV-2%, supersedes v3, 2014 NOV-21, FINAL,
COMNFIDENTIAL

KB Sepvices, 372 Hollandview Trail, Suite 300, Avroea, Ontario, Canada L4G DA S
ref (A} FXT-T989  fox (05) T27-T90)  g-maif infol@irbeervices com  web www irhservices com



Responsibilitiss by geing to your CIRBI homepage (“My Home™) and selecting “Chegﬁ[_{eéke IRB
Homepage”, then seleciing the “IRB Setvices Raference Materials”.

Y our responsibilities to the IRB include, but are not limited te, informing the IRB of the following using
CIRBI:

=  Modifications to research (e.g., protocol amendmenls, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

*  Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
vnanticipated problems)

= {ontinding review/ermination ports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent docurngni{z) have been approved, as deseribed above,
and the membership of the [RB complies with the requiremnents defined 1n Health Canada regulations, 21
CFE. partz 56 and 312.3 and 45 CFR 46, The IRB carties out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Condoet of
Reaearch Involving Humans, as appropriaie to the research.

The IRBs of TRE Services are registerad with OHRP and FDA ag follows:
- ON IRE registration #IRBOC00GT 76
- QT IRB registiation #IRBOO)GS200

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

Sincerely,
Institutional Review Bogrd Services

-ﬂa”

Anng Carnevale
Coordinator
Client Services

Page 2 af 2 This document was printed from CIRBI ™ on W29/2015 [1:29 AM
Investigator IRB Approval/REBR Attestation (Muld Sitc), v3.1. 2014-ROV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

[RE Setvices, 372 Hollandview Trail, Suite 308}, Avrora, Ontario, Canada LAG DAS
pal, (05) 727-T989  faur (905) 727-7990  a-muif info@irbservices.com  wek www irbservices.com




Patient Authorization {Consent) for Use/Disclosure of Data

Study Titla: Impact of adalimumab on patlent-raported outcomes (PROS) in Canadian patients
suffering from moderate-to-severe wlcerative colltis {UCanABA)

Study Number: P15-325

Study Sponsor: AhbVie Corporation

Doctor: Dr. Danis Petrunia

Address: Discovery Clinical Services Ltd.
601A Discovery Straat
Victoria, BC, VET 564
250-386-0023

Cear Patient,

You are being treated for ulcerative colitis with tha approved medication HUMIRA® [adalimurnab).
The manufacturer of this drug and sponsor of this research, Abb¥ie Canada, Is interested in collecting
information to assess the real-life effect of HUMIRA®™ on psychological distress/depression
symptoms, disability, fatigue, pain, or sleep quality in moderate-to-severe patients with ulcerative
olitis. The research project presented helow deals with the collection ant storage of data only and is
not designed for drug testing.

Your treating doctor is participating in this proect to collact data about the standard treatment of
your disease with the approved medication.

Far 2 period of 52 weeks, information about your demographics data, medical history, disease
history, your medications, your disease prograssion and your quality of life will be documented by
your doctar and by yourself via questionnaires during your routing doctor visits. The study consists of
4 to 5 isits {inclusion, week B, follow-up (1 andfor 2) and week 52 visits). Each visit will last about 1
hour. The guestionnaires will take about 35 minutes to complete. As part of this research, the
company is hoping to obtain information from approximately 200 patients with ulcerative colitis.

FATIENT REIMBURSEMENT OF PARKING EXPENSES

¥ou will not be paid for your participation in this study. There will be no cost to you for participating
in this study. You may ba reimbursed for parking expenses incurred due to a longer routine doctor
wvisit in order to complete the study questionnaires. You will be reimbursed to a maximurm of twenty
[%20.00] dollars for each vistt. If you da not compleie the study, you will receive relimbursement only
for the visits you have completed up to a maximum of twenty dollars [520.00] per visit.
Reimbursement will be paid periodical by,

PATIENTS AT HEART EDUCATIONAL WEBSITE [OFTIONAL)

The Patients at Heart {PaH} program has been in place in Canada since 2009 and reflects AbbVie's
desire to put patients at the heart of clinical research. The Web site (www.patientsathzart.com) is
designed to support and educatz patients who are participating or considering taking part In a linical
trial. This program will be made optlonal and complementary ta the UCanADA study,

The Web sita includes a public section that containg information about all essential aspects of linical
trials and the best ways to prepare for them, patient’s testimonials as well as detailed information on
some conditions. The Web site also has a study-specific section for patients partitipating in the
UCanADA study, which will include a personal account giving patients access to a journal and trial
tirmeline as well as additianal information regarding the trial.

Ternplate varsion: LiJan 2013
F15-325 study - version 8 Feb 2015 Page 1of 3




Patletit Authorization {Consent) for Use/Disclosure of Data

Patlents interested in participating |n this optional part of the study will receive a code and password
fram tha principal investigator, in order to register on the Web site, and will have the opportunity to
create a personal account te get access to the journal, trial timeiine, and other trial details.

All data registered to the Web site will remain confidential as per AkbVie's Privacy Policy and to the
extent of the limitations imposed by 3 Web site.

COMNFIDENTIALITY:

Your privacy rights are protectsd by federal and provincial law. The faderal Personal Information
Protection and Electronic Documents Act [PIPEDA} and applicable provincial legislation pertaining to
personal information ang personal heaith Information are designed to protect the privacy of your
personal information. This Consent Form explains how your persenal information will be collected,
stored, used and disclosed for study P15-325 and describes your rights, including the right to see your
persanal Information,

DATA WE COLLECT FROM YOU:

Your health informatiot from your original medical records and data resulting from your participation
in this research will be collected. Your haalth informatian could include physical examination datails,
a3 well as the results of questions you are asked by tha study doctor or by filling cut questionnaires.

HOW YOUR DATA WILL APPEAR;
¥our identity and contact detalls will not be disclosed. Rather, yaur identity 2nd contact details will
ke replaced by a code, such as a number,

WHY WE COLLECT THIS DATA;

Your health Informatton wil be used in study reports or for scientific presentations, but in a way that
will nat identify you by name. Your health information will be kept confidential and, unless required
by law, will not be made publicly available, After the research has been eompleted, it is possibbe that
your toded health information will be used for future studies on the drug/condition covered by the
current priyject,

WHO WILL 5EE YOUR DATA:

The anly people with access ta your health information in identiflable form will be your doctor and
personnel haiping your doctor conduct the research, sponser representatives who are checking that
the research is conducted praperly, and ethics committee(s) and local and fareign regulatary
authorities where required by law.

By signing this decument you are aflowing your doctor and personnel at the facility to permit Abbvie
and/or AbbVie's representatives to have access to your hezlth information for the purpase of
collecting data, verifying the data is correct, and checking that the resezrch is conducted property.

Some of thesa organizations may be located outside of the country o reglan in which yeu live,
including in cotntries where data protection requirements may be different or less restrictive than in
your home country oF region. However, AbbVie will take reasonable measuras to keep your health
information confidential. By signing this dacument, you agree to the transfer of your health
information to such countries, including the Unlted States of America.

HOW LONG WILL YOUR INFORMATIOM BE KEPT:
Your personal health information will be kept for a minimum of 5 years.

Template verslon: 10lan 2013
P15-325 study - verslon B Feb 2015 Page 2of 3




Patient Authorization {Consent) for Use/Disclosure of Data

TAKING BACK YOUR PERMISSION TQ USE OR DISCLOSE YOUR PERSONAL HEALTH INFORMATION:
To take back your permission to use or disclose your health information you must natify your study
doctor. Any information that has already been collected at the time you take back your permission
will be kept and, where the law allows, your health infarmation, will continue to be used by your
doctor or AbbVie or other parties invohred with tha research. No new data will be collected about
yeu after you withdraw your permission.

RIGHTS TO YOUR DATA:

¥ou may have the right to access, correct and make a copy of your medical records as allowed by
applicable privacy laws. You may ask to see your records by requesting such records from your
doctor. However, to ensure the valid results of the research, you agree that you may not be able to
review or make a copy of some of your recards related to the research until after the rasearch has
bean completed.

When you sign this document, you agree to the access, collection, pracessing and transfer of your
haalth information as destribed in this Patient Autharization decument,

The research project has no influence on the nature of the treatmeant for your disease. You will
neither be subject to additional check-ups nor will you receive any ather therapy than the therapy
your dector intended for you. Participation is of course voluntary. In case you decide against
participating or if you withdraw your agreement later on, this will not have any detrimental effect on
you,

I agree that my health information may be usad for this research as dascribed in this document.

Patiant Mame {printed)

Signature Date

Name of Person Obtaining Consent

Signatere Data

Template version: 10lan 2013
P15-325 study - version B Feb 2015 Page 3of 3
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i We StBI‘l’l Research Ethics

Research

Western University Health Sclence Research Elhies Board
HSREB Delegated fnitial A pproval Natice

Frincigal Invesligntar: Dr, Terry Panich
Bepariunent & Institution: Schutich School of Medizine and Deatarhdedicing.Dept el Londen Elealil Seieices Centre

Review Tyme: Delegated

IISRES Fil: Number; 107483

Sty Title: Impael of pdaliinwmalr on palientrsponed auboomnes (PROs) in Canadian paticols aulfering from modcrMe-o-ssvere alcerive
ealitis (UCanpADA)Y: a prospective abservationad cohar) Sy

Sponsor: Abbvie Cowporation

USREH Intlial Appeoval Drie: March 31, 2016
MSRED Expbry Date; March 31, 2017

Documents Approved nmd/fgs Hemiv[;d for Informniign;

i Yersion
e ey Commens S 0. TR
[Wester University Protacal . _ B 2016/02/04
Revised Latiar o Inforamiion & || 7 et e e e 4 20162004
"Consent - - . 201 GR35
Oiher ] Table | Schedute of Assessments ~ 2015/04/08 |
!t-::?rl:n Collection Form/Case Report CRFs 20150505
j——- T e e e = P e —— —— . - ¢ e e 1 — -— . - e —
; AbbVie PI15-325 Swdy Protocol Amendment 8-¥2.0 - Received for

ISpm:sor Protecol ! Infomation_| N | Eﬂlﬂﬂjf}ii_

The Western Uiversity Flealth Sclence Research Evhics Brard {HSRER) has reviewed and approved the sbove named
siudy, 05 of ihe HSREB Initial Approval Date nated sbove.

HSREB approval fur this study remains valid wntil the HSRED Expicy Date noted above, conditional to timely submission
and acceplance of HSREB Continuing Ethics Review.

The Western University HSRES gperates in complianee with ihe Tei-Council Policy Statement Ethicai Conduct Tor
Research Involving Humans {TCPS2), the Inlernational Conference on Hamonization of Technical Requirements for
Registralion of Pharmaceuticals for Human Use Guideline Tor Good Clinica] Peactice Praclices {ICH E& R1), the Ontarig
Personal Health loformation Pridection Act {PHIFA, 2004, Part d of the Matwal Healih Predugs Regulations, Healik
Canada Medleal Device Regulations and Pan C, Divisiun 5. of U Food and Dirug, Repulations of Health Canada,

Menibers ol the HSRER who arc named o3 Investigalors in research sindies do sy particlpate in discussions eelated 1o, nor
vole on such sludies when they are presenied 1o the REB.

The HSREB is registered with the LLS, Department of Health & [laman Servioes under Lhe IRB regiswaiion number iRP
00066940,

Ethics Qlficer, on behal ol De. foscph Gilbery, FISRER Clair

Ethica DTzt ko Coalac B¢ Fuatlicr Infonmalion Enbo Bambi.  MNicoke $osal — GeeBelly  Kaoabyn boris_ Vel T

TRt 0 b o T T LAy, My wTe o T i e e,

Westarn University, Research, Sunport Services Bidg . Rm. 5150
London, OM, Canada MBS G5 1L SI9EELI0E6 | 519,850,266 wwwuwo cadresearchfethics




CENTRE DE g :

RECHERCHE C H U’S

Le 04 zeptembre 2015

Dre Jeannie Ruef
Gastroentérologle
£HUS - Hotel-Dieu

DBJET: Autorisation de réalizer la rachercha suivante:

201656-1195

Effets de I'adalimumab sur les resultats signalés par e patient, chez des patients canadiens atteints d'une
farme modérée 2 grave de colite ulcéreuse

Dre Rusl,

Il nous falt plaisir de vous autoriser & réaliser Ia rechercha identifide en titre auCentre intégré

universitaire de santé et de services sociaux de I'Estrie - Centre hospitalier
universitaire de Sherbrooke.

Cette aytorisation vous est accordée sur |z fol des documents que vous avez déposés auprds de notre
£tablissement, notamment Ja lettre du CER Comité d'éthique de Ja recherche du Centre Universitaire de santd
McGill portant la date du 15 mai 2015 qui établit que wotre projet de recherche a fait I'ghjet d'un examen
scientifigue et d'un examen é&ihique dont le résuitat est positif. 5i ce CER wous informe pendant le
déroylement de cette recherche d'une dékition négative pertant sur lacceptabilité éthique de cette
recherche, vous devrez considérar que (a3 présente autorisation de réaliser la recherche dans notre
dtablissement est, de ce fait, révoguée a la date que porte I'avls du CER évaluateur.

Cette autorisation de réaliser la recherche suppose également que vous vous
engagez :

1. & vous conformer aux demandes du CER évaluateur, notamment pour le suivi éthique continy de la
recherche:

2. & rendre compte au CER évaluateur et au signataire de la présente autorisation du déroulement du
projet, des actes de votre équipe de recherche, s'il en est une, ainsl que du respect des régles de
I'éthique de la recherche:

3. A&respecter les moyens relatifs au suivi continu qui ont &té fixés par ke CER évaluateur:

4, a conserver les dassiers de recherche pendant la période fixée par le CER évaluateur, apras la fin du
projet, afin de permeitre leur dventuelle vérification:

5. arespecter les normes administratives en vigueur dans I'établissement

La présente autorisation peut &tre suspendue ou révoguéde par notre établissement en cas de non-respect des
conditions £tablies. Le CER évaluateur en sera alors Informeé.,

Vous consentez egalement & ce que notre Stablissement communique sux autorités compétentes des
renseignements personnels qul sont nominatifs au sens de la lol en présence d'un cas aveéré de manquament
a la contguite responsable en recherche de votre part lors de la réalisation de cette recherche.

NAGAND ,oisation finals CRCHUS 1/2



Mous vous invitons & entrer en communication avec nous pendant le déroulement de cetre rechercha dans
notre stablissernent, si besein est. Yous pouvez aussi sollicfter I'appui de notre CER en vous adressant 3 Mme
Caroline Francoeur, poste 13473, pour chtenir [&s conseils et le soutien vouluy,

Nous désirons également vous faire part qu'a titre de partie contractante, nous conserverons un orialhal du
contrat {ou entente financiére} ob de ses annexes, signé par toutes le parties, Pour faire ouvrlr une ynité
administrative en lien avec ce projat, bien vouloir contacter Mme Lysanne Lebrun, au poste 23531, ou par
courrlel & adresse suivante: lliebrun,chus@ssss.gouy.gc.ca

Vous souhaitant tout le succds escompté dans le déroulement de cette étude, nous vous prions d'agréer
Fexpression de nos sentirnents les mellkurs,

e

Sylvain Bernier, M.A.P., Ph.D.

Directeur administratif de la recherche

Centre intégré universitaire de santé et de services sociaux
de ['Estrie - Centre hospitalier universitaire de Sherbrooke

NAGHAND .0 sation fnale CRCHYS 242



Centre universitaire
de santé McGill

hay 15, 2015

Or. Talat Brssissow
Montrag] Generdd Hospkal
1650 Cadar Avenue

Room D16.137

Montreal, Quebsr

H3G 149

McGill University
Health Centre

Centre déthigue appliguée
Centre for Appfled Ethilcs

Objet : Approbation tes comités d'éthigue ef scientifique  Re: Apprival by the research ethics and science review

de votre projfet de rechercha

Or. Bessissow,

coramittees of your research study

La comnité d'Sthique de da racherche [CER) du Centre Urdvepsitaire  The MeGllE Universicy Health Centre {PRAUHC) Rasearch Ethics
de Santé WMosill [CUSM) qui aglt camme CER évaluateur poor ke Committee [RER) acting =& ehe reviewing REB for the following
projet de recherche multicentrigue subvent, et aux conditiors  molticenteced reseach &d with the following  conditkors
suivantes, confirme que fe résultat de Fexamen dthique et earfirms b sclenca and ethlcs mviews received positiv resuits,

scipntifique est gosltiE,

& =i Titre de tx recherchef
# and Research Tide:

MP-CLISA-14-473 Impact of Adalimumab on Patientreparted cutcomes {PROS] In
Canadian: Patients Suffering from Moderste-to-sevare Ulcerative Colltis {UCanADA)

Nowm du promgteury Mame of tponson

AbbVia Corporatien

Date CER / RER meeting date:

Mareh I2, 3015
PEnier/Full Board

Evalmtlon scintifique positdys §
Favmmabile science raview

per ke cormitd compétent du CUSKMS by the cormpeten: MLHC Reserrch Ethics Bpard

Yersion des docoments approavds /
Version of approved decumants

Reszarch Protocel indoding Questanmalres(version 1.3 Januany 5, 2015) in English;
Revised Ieformation and Consent Farm LAped 34, 2015) in Franch and Englith;
Questionnairg InstrucHans (February 12, 2015) [ French and Englisk;

Product Monograph [January 17, 2004).

Date expirstion de la présente
approbation dchique,
Expiry date of ethics annrova

May ¥, 2016

Renouvellerment anowel /
Annugd réneraal

Sulbyl dthigue continu f
Continting ethics review

Rapport d'dtape annvel doi Evre Jéposs un mols avant {a date d"expation {Ei-haur)
{ AnTval progress reporT o ba submitted ane rmonth prior to expiry date [abave)

#fa
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FIMA FRACIO00EL0
£} Rencuvellement annuel de Mappeobation Sthigue A] anrnaal ranewal of the ethics appraval
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an, notre CER en confirmers & chaqus anaée Vaccepmbilits
Ethkque, & condirion Que vous déposiez awprds du CER, un mois
avant la date aamiversalra de Iy présenta ettre {ret quimtho e
plus haut] un rapport d'dtage Banuel diéerivant, dans zon
enseimble, |8 réalisathon da 17 rechencha,

B} Auprds d'un chercheur dans chague établisemgnt

Le Canre de référence das etabfissements pubfics duréseay de
ia sonté ot des services socioux (RES5) pour Foutarsation &'roe
reckerchie mende dons plvs gon Fobisserment Srabltt, &
Farticle 113, gque wvous poover fournbs Los tople de la
présente letbre & un autre chercheur qui vaut demandsy & son
étabfissament 'autarisation 'y menar la méme recharehe,

Lorsque vaus fournirez insl une copie de cette lettre, veuills
dgalernent inglura
+  lesverzlons finales des documents du projét;
*  Les leturss dmanank de nertre CER qui parmettent de
canstater la teneur de Maxamen dthique;
= Taute disective da nowe  CER guant  aux
modifications purement a¢ministratives qui peuvan],
&tre Bpportdes 3 le versicn flnale des documents
ARPTOUVEs.

Veuillez-rappeler au cherchsir gu'l dott, sf ee est défafalt;

*  gidenlifier et Idestifier son tebdissement auprés de
nuire CER;

= Formir & nolre CER les documents démantraat aa
compétence paur {a réalisation du prejat {conflomation
e san priviltge de racherche);

+ fourslr 3 notre CER Finformstion utlie au sofet des
populstions et des condilidns kociles quf  cersit
suscertible &avait une Inddence sur Mévalustion de
'ucceptabiité éthlgue du profal de rechenche;

*  déposer & chaque anrnée, & la datz Fndiqueée Zi-hauk, un
ripport d'dtape sur le déroutament de Ja recharche dans
son établissiment. U'omfsion par la charchewr d'un
Etabflssement de dépater o= reppart we Comprometts
pas le rencuvellement annuel de Pepprabation arhlgua
couveant I'ensemblé de ée prajet da recherche. Note
TER évalusteur pourra cepentant demandar & la
persctie mendatee  darz  cet Stabilsemant e
suspendre [autorisation donnde 3 un chercheur qui n'a
pas dépnsk o rapport d'étaps demands.

C} Responsabiiites dy chetchalr
Vappeobation éthique do projet de  recherche powerealt &tra
suspendue 5 1es condiklans subvantes ae sont pas respactdes ;

«  obtenir Faulorisation dcrite de natre CER de toute
modification substantialle 3 i recherche, beluamt todt
changement danz 1= déroulement de I"'Stude, {as
arrangementt Ananclers #bou Mutlisation e ressources
avant d'effectuer las chapgements; & mgine quiune
action immédlate el urgenbe est pdcasseine pour
éluniner tout danger pouvant comprometmnt fa blen-

MIUHE BREE Atinuat bacet wevian |2 200540510

rou subrait an arnual progress regort for review by the
gvatiating REB gnz manth priar to the annvarsany data of this
leiter [see abave) for cgntinnation of the prajact,

B] Taothe Princple investigator at each sk

in sccordance with article 11,7 of the Cadre de réfdrence des
dtabiiszements publics du résean op fo sontd ot dey services
tociouy (RESS) gow Foutorisation dune recherche mende
dong phe duwn Stablissement, you <an provide snother
researcher with  copy of the REB approval Istter £ conduct
the same research at ancther lnsdoation.

When you provide a copy of this letter pleasa alsy nclede
the faliowdng dacuments:
*  Tre fimal verslons of all study documents;
“  The REB letiers indicating the changes required thus
reflecting the soope of ethics s
*  Any of cur directives permining to the
adminfstrative modifications brought to the dinal
wvirsian of the epprovad documants,

Please remind the researcherfs) that ke or she mpst provide

us a5 s20n 83 postible with the foilowing:

= His ar her name, iite and the name of the mstitutlon
where the research will be tonduched:

+  Dodurments to show that the researcher has the
ApFropriate queliications t0 conduct the ressarch
{ronfirmiation of his or ber ressarch privilagash;

+  A&ll reigvast mfaernatton abowt the jocal populetsns amd
drcumstences i may have a begring on the sthics
revwhag:

= An anndal progress repart from s or her institutlon ta
be filed with us every year by the date indicated abova.
Faiture of the regearchers) to submit 2n snqual progress
repert Fram thet instietion will not compyomise the
anmigl ethles approvel of the research. Our reviewng
HED may, howsver, azk the Persorine Mandztés I that
instltutlon to suspend the puthgrization of the
researcher bo condeet resesrch whe has aot submitted
the required znousl raport.

£} Duties of raseacherg
Ethies approval wiay be withdrawn 1 the fallowing stipulatlans
are not rmet;

* 0 obtain prier written aporoval fram the RER for
any subsiantve modification to the ressarch,
inchiding chzngas to the study protedures; financal
arrangomemts eadfor resgurce oddation, before
infilating the change; exespr where urgent schon s
regiired to sliminate an immediste hazard to a
smgly subleet

FapeZorl



Etra d"un partleipant;

= rnaintenic confidentfellemant 4 Jour Je reglseres daa
fAacticipants pendant tout le temps requis par les Ivis et
réginmants ot les polltiques inttitutionnelles:

+  vous conformer b boubes les [ols, politlques e
rEgiaments qui peuvernent la recherches impliquant das
Etres humains 2insi e les exigeness du CER;

*  wous conformer & toules tes demandes <y CER
pokamment |a necessitd o= podfier 18 CEA de toute
réactcn ipdésiratde proves [RIG) inattendues ou pattern
glarmart dang les RHZ envisageables selon fos politiques
et pricédures de chaqua instftution ob fa rechorehe
Sast dérerabie;

« aviser ke CER minl que tous le: participants & la
reciierche  de  nouvslles  danndes  Smergentes
siEniflcetimms:

*  vous confomner aux mxigences de Fassurance de la
quallté coprme défini dains chague Tnsttuglon;

= mainteMr les dossiers et {es donndes da la recherche
Ltlan &5 [ols et rdglerments appiicahias,

Le CER g CUSAA est structuré et fonctonne selon les dirsctives
Fubliées da L'Cooncé 42 poiitfque-des brois Consells.; Ethinue de lo
rechethe ovec des €ires humafns2-3014, du Flon dmetion
ministériel en dthigue de Jo racharche et en intdgrits scientifigue,
et en.conformite avee in Loi sur dor pllmaes 2F drogues Inchiant les
rizlements s las aliments of drogues, stre ks EnEtrurants
médicatie et suer e produits oe santé paturetle ains! que les Ints
applicables au Oudber ot au Canada, les sandards Eponces par e
Code of Fedemf Asgulotions Américain qui végit Ia recherche sur
les &tres humains, er safn |es Minelfies des banhes pratiqoes
cliniques {BPC) reconnues mondislement. Wous spuhaitans voos
aviser gue les modes opératoiras du CER du CUSM satisfalt auy
evigences de FAttestatlon du comitd d'athique pour 18 rechereha
carmme stpubd par Santd Canada.

En espérzat ke tout § yat '_ére satisfacthon,
Blemn a vaus
artrand Letoiachs s
i : Lic 1-1175%

Eartrand Lebawché, PhD, MO
Co-Président

CER dy CLSK
MP-CUSM-14-478

Cr: Parsonne Mandatde CUSM f Mandated Parsen MUHE

MUHC 2208 Axpcowal keler vesipn [ 10154045 19

*  to maintain tonfidentlally the updsted Resparch
Svbjects Beglstry to be retained for the length of
tirne required by regulations, and in accord with
institutional polcy;

*+ to comply with al ralewvant regulations and
guidetines powverning the condut of research
invoking human subjects apd the requicements of
the REE;

* to comply with &8 PEB requests to repos study
information  inchuding  prompt  repocting  of
upsxpectad or serous advarse sverts {3aEs) or
alarming trands in expected SAEs, according to the
peficies gnd procedures of gach Snstiution where
the study i conducted;

* o acdvise the REB and all study sobjecks of new
signlficant findings emetging dusing the course of
the stydy;

* o comply whh quality assurance assessmmnt as
detined by each intthuton’s policy,

s th malrtzin study records according to reguftony
reuirsments,

the REA of the MUHC I orpanized end viorks umder the
pubdishad guidelings of the Tri-Coundl Policy Statement 7 -
2004, and Phan o'action mintseécef en Sthigue de Iz recherche
&r &0 fnbegatd schentifigue; and i compliance with the Food
ang rugs Act, Inchiding the Food ond Oreg Requiotions,
Medicnl Devices Regujotlons, and Notwrat Heclth Pragirts
Regulstions, and the applicable provisioms of Queber and
Carmdian law; and 2ct in conformity with standands sel forth
in the JUS) Cace of Federnl Regulations governing human
subjects ressarch, and functioning In @ manner conglstent
with inlermationally accepted princlples of good i)
practice (GLP), W wish ta advlse you that the MUHC RER
working procedurss completely satiHes the raquirements
for Research Ethics Board Atteckatiog (REBA} as stipubsfed by
Health Canada,

WWa trusy thic mests with your complsta satisfaction,
SInceraly

Prpe Xl )
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UBC The University of British Golumbia

W Gffice of Research Ethics
Clinical Research Ethics Board — Room 210, 828 West 10th Avenue, Vancouver,
BC V52 1L8

ETHICS CERTIFICATE OF EXPEDITED APPROVAL

PRINCIPAL INVESTIGATOR: INSTITUTION f DEPARTMENT: F:.!BC CREB NUMBER:
. UBC Medicine, Faculty ofMedicineg,
Baljiindar S. Salh Department of 15-02082
INSTITUTION(S) WHERE RESEARCH WILL BE CARRIED QUT:
|petitutan ; Bite
Wancouver Coastal Health (WCHRIV CHA) Vancouwver General Hospital
Wancouwver Coastal Health (VCHRIWVCHA) Diamond Health Care Centre
Dther locations where the research will be conducted:
MFA
COJNVESTIGATOR(S):

FPeter W.C. Kwan
Fergal Donnellan
Erc M., Yoshida
ichasl Byme
mes Gray
azira Chatur
I_spnusumma AGENCIES:
AbbYie Inc.

[RDJECT TITLE:

mpact of adalimumab on patlent-reported outcomes (PROs) [n Canadian patients with moderate-to-savers ucerative
clitis (UCanADA): a prospeclive obaenational cohort study

THE CURRENT UBC CREB APPROVAL FOR THIS STUDY EXPIRES: February 4, 2017

The UBC Clinical Research Ethics Board Chair or Associate Chair, has revewed the above described research
project, including assockated documentation noted below, and finds the research project scceptable on ethical grounds
for research invohdng huran subjects and hereby grants approval.

This spproval applies to research ethigs issues only. The approval does not obligate an institution or any of its
Hepartments to procesd with activation of the study. The Principal Inwestigator for the sfudy is responsible for identifirin
yand ensuning that resource impacts fom this study on any institution are propery negatiated, and that other institutiona
policies are Tllowad. The REB assumes that imvestigators and the coordinating office of all trials continuously red
naw information for findings that indicate s change should be made to the protocol, consent documents or conduct o
khe trial and that such changes will be brought ta the attentlon of the REB in a timaly manner.

DOCUMENTS INCLUDED IN THIS APPROVAL: APPROVAL DATE:
ocumsnt Hame {Yarsion | Daba

Pro
bbVig UCanADA P15-325 Protocol V2 0B-Apr-2015 2 April 8, 2015

hitpa el e, ube carlsaDecV B 2P45 FUTB4 1 SBEZER BVBKHEC SromsSiring hirml i)
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AbbVie UCanADA Main ICF V4 11Jan2016 g ey 11,
nv T "
HUMIRA Product Monograph 18kar2015 NfA March 15, 2015
Questionnaire, Questionnaire Cover Leftgr, Tasgts:
VOLP_FOLLOWUP V2 BMAY2015 i May 5, 2015
WVOLP BASELINE V2 SMAY2015 2 May?5, 2015
q-5¢-51_v2_Smay2015 2 May 5. 2015
IBDG_W2_SMAY2HE 2 May 5, 2015
HQ9_ V2 BMAY2015 2 hay 5, 2015
08 12 STEP_V2_SMAYZ2015 2 May 5, 2015
ACIT F_V2_SMAY2015 2 May 5, 2015
PALV2_SMAY2015 2 May 5, 2015
CVERPAGE pro_ W2 SMAY2015 2 May 3. 2015 Fabruary 4, 2016
S0C Progress Enrollment Fonm_Sep 2045 NfA Sept;r;ger '
s Ociober 27,
I6D Disability Indsx 1 2015
. August 24,
Patient Brochure UC V3 3 2045
AbbVie UCanADA Thank-you Card Visit 1 N/A ﬁ‘“g’;ﬁtszd“
Patient Brochur LICanADA V3 g AugsLEt
REB Lstter re: Patients at Heart Program 24Aug2015  N/A A“gﬁ;""
AbbVIe UCanADA Thank-you Card Visit 3 A BB
Abhvie UCanADA Thank-you Card Visit & MNiA Au%%‘:tﬁﬂ*
AbbVie UCanADA Thank-you Card Visit 4 N/A ‘“‘”92'551‘524'
Fatients at Haart Webslte Patiant info z Jung 2, 2015
AbbVie UCanADA Thank-you Card Viskt 2 na At 2
CERTIFICATION:

In respect of clinical trlals:

1. The membership of this Research Cthics Board complies with the mermbership requiraments for Research Ethics
Boards defined in Divisior: § of the Food and Drug Regulations.

e The Resecarch Ethics Board carries out it fungiions in a marmer consistent with Good Ciinical Practices.

3, This Research Ethics Board has reviewsd and approved the clinical trial profocol and infarmed cansent Form for the
friaf which is to be conducted by the qualified Invesiigator rnarmed above at the specified clinical iral site. This spproval
lend the views of this Research Ethics Board have been documenfed In witing.

The documentation intludad for the above-named project has been reviewed by the UBC CREB, and the resaarch study,
s prezented in the documentation, was found to be acceptabla on ethical grounds for research invelving hurman
subjects and was approved by the UBC CREB.

Approval of the Cliniced Researcir EMics Board by :

Cr. Chriskopher Nguan, Co-Chair

bt =ifel 2o ube cafrisaiDon L EJZRASTUTES SR S26R FVEMHEC ArormSiring. him X3




IRB APPROVAL/REB ATTESTATION
DATIE: Friday, March 6, 2015
TO: Dr. Ranjit Singh

Percuro Clinical Research Ltd,

1105 Pandora Avenue, Suite 200
Victoria, BC, V8V 3P9

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PRQs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospeclive
observational cohort study (Pro0001121 1)

SITE APPROVAL: 2013-MAR-06

EXPIRY DATE: b Feb 2016

IRB APPROVED DOCUMENTATION

Protocol Version(s): *  PI5-325 Version 1.2 dated 2015-JAN-05
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

*  Patient Module Version Draft 2 dated 2015-JAN-30
* Product Monograph for ™ HUMIRA® adalimumab 40 mg in 0.8 mL

A st Vsotutton (50 m/imL)  subetitinebos ‘injection: Viersion datett il v

2014-JAN-17

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.,

You have been unconditionally approved as the Investigator at your site for the above study.,

v he;consengdocumehts)itefetenced afe valid fonuse atyour sitesi i ik b RO HE R A B 1 5 vt

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials™.

Investigator Responsibilities

Your respounsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator

Page ] of 2 : Tiiis docwment was printed from CIRBI ™ an 316/2015 11:08 AM
Investigator IRB Approval/REB Auestation (Multi Site), v5.1, 20 14-NOV-28, supersedes v3, 2014-NOV-2 1 FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
ted, (903) T27-7989  fax (903) 727-7990  e-maidl info@irbservices.com  wel www irbservices .com



S i
Responsibilities by going to your CIRBI homepage (“My Home™) and selecting “Chesapeake IRB
Homepage™, then selecting the “IRB Services Reference Materials™,

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBI:

* Modifications to research (e.g., protocol amendments, revised consent forms. new or revised
subject recruitment materials, change of site information, change of investigator)

* Prompt Reporting Events (c.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

* Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Invelving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #1RB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBL

SUSMORTElYTR il e s 5,

Institutional Review Board Services

Jl? "
m’-[ #

Anna Carnevale
. Coordinator.

pRR SR S R T

P ClienAt Services A e S AR R i - ¢ CRER
(Phase I & Special Projects Team)
Page 2 of 2 This document was printed from CIRBI ™ on 3/6/2015 11:08 AM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 20 14-NOV-28, supersedes v5, 2014-NOV-21, FINAL,

CONFIDENTIAL

IRE Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
sl (903) T27-7989  fax (905) T27-7990  e-mail info@irbservices.com  weh www irbservices com
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Ottawa Health Science Network Research Ethics Board/ Conseil d'éthique de la recherche du

Réseau de science de la santé d'Ottawa
Civic Box 411 725 Parkdale Avonue, Ollawa, Ontarro K1Y 4ES 613- 703-5555 axt. 14002 Fax - 613.761-4311
htp: vy ohrecalohsa-reh

April 8, 2016

Dr. Richmond Sy

The Ottawa Hospital - General Campus
IBD Centre Of Excellence

Division of Gastroenterology,

501 Smyth Rd., W1213

Ottawa, ON K1H 8L6

Dear Dr. Sy:

Re: Protocol # 20150709-01H Impact of adalimumab on patient-reported outcomes {PROs) in
Canadian patients with moderate-to-severe ulcerative colitis ‘
(UCanADA): a prospective observational cohort study

Thank you for the e-mail of April 8, 2016 from Melissa Tessier requesting an extension to allow more
time for the sponsor to provide translation certificates.

PLEASE NOTE: THE APPROVAL OF THIS PROTOCOL IS CONDITIONAL UPON A FULLY-
SIGNED STUDY CONTRACT/AGREEMENT BETWEEN THE OTTAWA HOSPITAL RESEARCH
INSTITUTE, THE PRINCIPAL INVESTIGATOR AND THE SPONSOR (OR AS OTHERWISE
REQUIRED). YOU CANNOT START THE STUDY, OR BEGIN TO RECRUIT RESEARCH
PARTICIPANTS INTO THE STUDY UNTIL THE STUDY CONTRACT/AGREEMENT HAS BEEN
SIGNED BY ALL PARTIES, AND HAS BEEN RECEIVED BY THE OTTAWA HOSPITAL RESEARCH
INSTITUTE'S CONTRACTS OFFICE. FOR FURTHER DETAILS, PLEASE CONTACT CONTRACTS
ADMINISTRATION AT CONTRACTS@OHRI.CA OR AT 613-798-5555 EXT. 19843,

Ethical approval has been extended to April 18, 2016.

Upon receipt, review and approval of the French Ulcerative Colitis Brochure, and missing French
translation certificates/letters, in hardcopy, approval may be extended for up to one year to include
the recruitment of French speaking participants.

The OHSN-REB complies with the membership requirements and operates in compliance with the Tri-
Council Policy Statement: Ethical Conduct for Research Involving Humans; the International
Conference on Harmonization - Good Clinical Practice: Consolidated Guideline; the provisions of the
Personal Health Information Protection Act 2004; and the Food and Drug Act of Health Canada and
its applicable Regulations.



The OHSN-REB has reviewed and approved the clinical trial protocol and informed consent form for
the trial which is to be conducted by the qualified investigator named above at the specified clinical
trial site. This approval and the views of this Research Ethics Board have been documented in writing.

Yours sincerely, -
DN %L s

Raphael Saginur, M.D.
Chairperson
Ottawa Health Science Network Research Ethics Board

/kd
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Research Instifule
INETITUY DE CARDIDLOGIE
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Ottawa Health Science Network Research Ethics Board/ Conseil d'éthique de la recherche du

Réseau de science de la santé d'Ottawa
Civic Box 411 725 Parkdale Avenue, Oltawa, Ontano K1Y 458 6137085555 oxl 14902 Fax . 613.761-4311
hitp: fiveseee ohrs.calohsn-reb

April 14, 2016

Dr. Richmond Sy

The Ottawa Hospital - General Campus
IBD Centre Of Excellence

Division of Gastroenterology,

501 Smyth Rd., W1213

Ottawa, ON K1H 8L6

Dear Dr. Sy:

Re: Protocol # 20150709-01H Impact of adalimumab on patient-reported outcomes (PROs) in
Canadian patients with moderate-to-severe ulcerative colitis
(UCanADA): a prospective observational cohort study

Thank you for the e-mail of April 14, 2016 from Melissa Tessier enclosing the outstanding French
documentation.

The following documents are approved:

*French Postcards (visits 1-5), received March 2, 2016
*French Welcome Cards (visits 1-5), dated June 1, 2015
*French Study Brochure, received March 2, 2016

*French Ulcerative Colitis Brochure, received April 14, 2016
+French Newsletter- Theme A, dated July 8, 2015

*French Newsletter- Theme B, dated July 8, 2015

French Newsletter- Theme D, dated July 8, 2015

French Newsletter- Theme E, dated July 8, 2015

French Questionnaires dated May 5, 2015

*French Participant Informed Consent Form (version 1) dated December 10, 2015

Ethical approval has been extended to February 8, 2017 to include the recruitment of French
speaking participants.

The OHSN-REB complies with the membership requirements and operates in compliance with the Tri-
Council Policy Statement: Ethical Conduct for Research Involving Humans; the International
Conference on Harmonization - Good Clinical Practice: Consolidated Guideline: the provisions of the
Personal Health Information Protection Act 2004; and the Food and Drug Act of Health Canada and
its applicable Regulations.



The OHSN-REB has reviewed and approved the clinical trial protocol and informed consent form for
the trial which is to be conducted by the qualified investigator named above at the specified clinical
trial site. This approval and the views of this Research Ethics Board have been documented in writing.

Yours sincerely, =

m»s\\ y

OAD N
Y G \ - %m’—"m@

:!_;%}!r . .
Raph’%’éT’Saginur, M.D.
Chairperson
Ottawa Health Science Network Research Ethics Board
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IRB APFROVAL/REE ATTESTATION

DATE: 2015-0CT-16

T Dr. Osman Tarabain
Dr. O, Tarabain Clinic
2301 Tecumseh Rd. East, Suite 140
Wind=or, ON, NEW TES

PROTOCOL: AbbVie Corporation - P15-315
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-zevere ulcerative colitis (UCanADA): a prospective
ohservational eghort study {Pro00011211)

SITE APPROVAL: 2015-QCT-t6

EXPIRY DATE: 2016-FEB-0%

IRB AFPROVED DOCUMENTATION

Pratocol Version(s): «  P13-325 Version 2.0 daeed Apnil 8, 2015
Consent Formis): + TInformed Consent Form Version Dhate: 2015-FEB-08
Other Material(s): «  Patient Instoucticns for Questionnaires (undated)

+  Patient Module Version Draft 2 dated 201 5-JAN-30

*  Product Monograph for ™ HUMIRA® adalimumab 40 mg in 0.8 mL
sterile golution (50 mg/mL) subcutaneous injection Version datsd
2014-JAN-17

*  Patient Module Version 2 dated 5 May 2015 (English)

*  Patient Medule Version 2 dated 5 May 2015 (French)

The sbove refarenced research was reviewed by the Ontario Institutional Review Board {ON IRB) of
institutional Review Board Services. The IRB approved the research, as described above.,

You have been unconditionally approved as the Investigator at your site for the above smdy.

Membership List

You can access a copy of the most recent 1B membership list by going to your CIRBI homepage (“My
Home™) and selecting “Chesapeake IRB Homepage™, then selecting the “TRB Services Reference
Materials”.

Page [ of 2 This doctiment was printed from CIRBI ™ on WW16/2015 12:47 PM
Tnvestigator IR Approval/RED Altestation {Malt Site), v5.1, 2014-NOV-28, supereedes v5, 2014-NOV-21, FINAL.,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Avor, Onano, Capada 140 0AS
def, (905 T27-T980  fox {905) T2F-T900)  e-malf infid@inservicescom  wef www ithservicas com



Investigator Responsthilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Giuidance: Investigator Responsibilitics, You can access a copy of the General Guidance: Invegtigator
Responsibilities by going to your CIRBI homepage (“My Home™ and selecting “Chesapeake IRE
Homepage”, then selecdng the “IRE Services Reference Materials".

Your responsibilities to the IRB include, but are not limited o, informing the IRB of the following using
CIRBI:

* Modifications to research {e.g., protocol amendments, Tevised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

* Prompi Repotting Events {e.g., protocel deviations, sericus unexpected adverse reactions,
unanticipated problems)

=  Continuing review/termination reports (1.e., progress reports)

Compliance Stztement/Attestation

[RB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requiremenis defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRRB carties out its functions in accordance with good clinical
practices {e.g., KCH GCP Guidelines) and Health Canada regolations and in compliance with FDDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Invelving Humans, as appropriate to the eesearch.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ONIRB registration #IRB000007 76
2C IRB registration #IRBOCO52%0

If you have any questions please do not hesitate to contact us at 205-727-7989 or via Contact [RB In
CIRBI.

Sincerely,
Institutional Review Board Services

e
M

Anna Cornevale
Coordinator
Client Services

Page 2 of 2 This document was printed from CIRBI ™ on 10672005 12:42 PAM
Investigator IRB Approval/BEE Anestadon (Mult Site), v5.1, 2011 4-MOY-28, supcrsedes v5, 201 4-NOY-2], FINAL,
CONFIDEMTIAL

IRE Services, 372 Hollandview Trail, Suile 300, Aurora, Onlario, Capada L2G 0AS
tel (05} T2T-T08Y  fox (905) T27-T900  comui] info@irbservices.com  web wurw irbservices com
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Le 7 juillet 2015

Docteur Raymond Bourdages
Service de gastroentérclogie
CISSS de Chaudiére-Appalaches
HételDisu de Lévis

Objet :  Autorisation de réaliser la recherche sulvante :
« Effets de l'adalimumab sur les résultats signalés par ke patient, chez des
patients canadiens aiteints d'une forme modérée & grave de colite ulcéreuse
{étude UCanADA) »

MP-CLSM-14478 (CUSM)
2016-206 (CISSS de Chaudisre-Appalaches)

Docleur,

Vous trouverez ci-joint trois exemplaires du contrat, pour le projet mentionné en iitre,
diment signés par les représentants autcrisés du CISSS de Chaudigre-Appataches.
Bien vouloir transmettre les trois exemplaires du document 3 la compagnie AbbVie pour
signature. Vous serez aulorisée & débuter le projet de recherche susmentionné au
CHAU Hétel-Dieu de Lévis & la réception d'un exemplaire du contrat signé par les
représentants de la compagnie.

En référence aux enientes conclues dans le cadre de I'éiude de la convenance
institutionnelle, los départemenis/services suivants recouvreront des colts directs pour
ce projet de recherche

+ Service des archives;

Cette aulorisation vous est accordée sur la foi des documents que vous avez déposés
auprés de notre &établissement, notamment la lettre du CER, datée du 15 mai 2015 qui
établit que votre projet de recherche a fait I'objet d'un examen scientifique et d'un
examen éthique dont le résultat est positif. Si ce CER vous informe pendant le
dérouterment de cette recherche d'une décision négative portant sur l'acceptabilité
éthique de cetie recherche, vous devrez considérer que la présente autorisation de
réaliser fa recherche dans notre établissement est, de ce fait, révoquée 2 la date que
porte I'avis du CER évaluateur,

Cefte autorisation suppose également que vous respecterez les modalités énoncées
caprés,

Notre établissement a re¢u une copie de la version finale des documents se rapportant &
la recherche, approuvée par le CER évaluateur. Les modffications administratives ont
été apporiées au formulaire de consentement, conformément aux directives du CER
évaluateur.

Cette autorisation de réaliser la recherche suppose également que vous vous engagez

Sliages stial

353, mourte Cameron 975, e di la Conconds
Salnte-Mavi (Qudbet] GEEZE2  Léuis [Quswech GEW BAT
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1} & vous conformer aux demandes du CER évaluateur, notamment pour le suivi
éthique cortinu da la recherche;

2) a rendre compte au CER évaluateur et au Guichet unique de la recherche de la
présente autcrisation du déroulement du projet, des actes de votre équipe de
recherche, ¢l en est une, ainsi que du respect des régles de I'éthique de
la recherche;

3) & respecter les moyens relatifs au suivi continu qui ont éte fixés par le
CER évaluateur,;

4) & eonserver les dossiers de recherche pendant la période fixée par le CER
évaluataur, aprés la fin du projet, afin de permettre leur éventuelle verification;

6} & respactsr les modalités arrétées au regard du mécanisme didentification des
sujets de recherche dans notre établissement, 4 savoir la tenue & jour et la
conservation de la liste & jour des sujets de recherche recrutés dans notre
établissement. Cetie liste devra nous étre fournie sur demande.

La présente autorisation peut &tre suspendue ou révoquée par notre établissement en
cas de non-respect des conditions établies. Le CER évaluateur en sera alors informé.

Vous consentez également 4 ce que nofre établissement communique aux autonités
compétentas des renseignements personnels qui sont nominatifs au sens de la loi en
présence d'un cas avéré de mangquement & la conduite responsable en recherche de
votre part lors de la réalisation de cette recharche.

Je vous invite & entrer en communication avec le Guichet unique de la recherche
pendant le déroujement de cette recherche dans notre établissement pour cbtenir les
conseils et le soutien voutu.

En terminant, je vous demanderais de toujours mentionner dans volre correspaendance
au sujet de cette recherche le numéro attribué & votre demande par notre etablissement
ainsi que le numéro attribué au projet de recherche par le CER évaluateur.

Veuillez agréer, Docteur, Y'expression de nos sentiments distingués.

Le Président-directsur ganéral
du C| Chaudiére-Appalaches

Danigl Paré
DF/jd

p- J.

c.c. DvBettrand Lebouchs, Vice-prasident du CER du CUSKM
Guiched urfque de e rechierche du CISSS de Chaudiére-Appalaches
Dr Talat Bessissow, Hipital Général de Moniréal
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IRB APPROVAL/REB ATTESTATION
DATE: 2015-SEP-29

TO: Dr. Chadwick Williams
Dr. Chadwick lan Williams Professional Corporation
600 Main Street, Building C, Suite 205
Saint John, NB, E2K 1J5

PROTOCOL: AbbVie Corporation - P15-325
Impact of adalimumab on patient-reported outcomes (PROs) in Canadian
patients with moderate-to-severe ulcerative colitis (UCanADA): a prospective
observational cohort study (Pro0001121 [§)

SITE APPROVAL: 2015-SEP-29

EXPIRY DATE: 2016-FEB-09

IRB APPROVED DOCUMENTATION

Protocol Version(s): * P15-325 Version 2.0 dated April 8, 2015
Consent Form(s): * Informed Consent Form Version Date: 2015-FEB-08
Other Material(s): * Patient Instructions for Questionnaires (undated)

* Patient Module Version Draft 2 dated 2015-JAN-30
* Product Monograph for * HUMIRA® adalimumab 40 mg in 0.8 mL

sterile solution (50 mg/mL) subcutaneous injection Version dated
2014-JAN-17

* Patient Module Version 2 dated 5 May 2015 (English)
* Patient Module Version 2 dated 5 May 2015 (French)

The above referenced research was reviewed by the Ontario Institutional Review Board (ON IRB) of
Institutional Review Board Services. The IRB approved the research, as described above.

You have been unconditionally approved as the Investigator at your site for the above study.

Membership List

You can access a copy of the most recent IRB membership list by going to your CIRBI homepage (“My
Home”) and selecting “Chesapeake IRB Homepage”, then selecting the “IRB Services Reference
Materials”.

Investigator Responsibilities

Your responsibilities are defined in pertinent regulations, ICH GCP Guidelines as well as the General
Guidance: Investigator Responsibilities. You can access a copy of the General Guidance: Investigator

Page 1 of 2 This document was printed from CIRBI ™ on 9/29/2015 11:30 AM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada 1.4G 0AS
tel. (905) 727-7989  fax (905) 727-7990 e-mail info@irbservices.com web www.irbservices.com



Responsibilities by going to your CIRBI homepage (“My Home”) and selecting “Cheéapeake IRB
Homepage”, then selecting the “IRB Services Reference Materials™.

Your responsibilities to the IRB include, but are not limited to, informing the IRB of the following using
CIRBIL:

= Modifications to research (e.g., protocol amendments, revised consent forms, new or revised
subject recruitment materials, change of site information, change of investigator)

» Prompt Reporting Events (e.g., protocol deviations, serious unexpected adverse reactions,
unanticipated problems)

»  Continuing review/termination reports (i.e., progress reports)

Compliance Statement/Attestation

IRB Services attests that the protocol and consent document(s) have been approved, as described above,
and the membership of the IRB complies with the requirements defined in Health Canada regulations, 21
CFR parts 56 and 312.3 and 45 CFR 46. The IRB carries out its functions in accordance with good clinical
practices (e.g., ICH GCP Guidelines) and Health Canada regulations and in compliance with FDA 21 CFR
parts 50 and 56, DHHS 45 CFR part 46, and the Tri-Council Policy Statement for Ethical Conduct of
Research Involving Humans, as appropriate to the research.

The IRBs of IRB Services are registered with OHRP and FDA as follows:
- ON IRB registration #IRB00000776
- QC IRB registration #IRB00005290

If you have any questions please do not hesitate to contact us at 905-727-7989 or via Contact IRB in
CIRBLI.

Sincerely,
Institutional Review Board Services

73

/]
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Anna Carnevale
Coordinator
Client Services

Page 2 of 2 This document was printed from CIRBI ™ on 9/29/2015 11:30 AM
Investigator IRB Approval/REB Attestation (Multi Site), v5.1, 2014-NOV-28, supersedes v5, 2014-NOV-21, FINAL,
CONFIDENTIAL

IRB Services, 372 Hollandview Trail, Suite 300, Aurora, Ontario, Canada L4G 0AS
tel. (905) 727-7989 fax (905) 727-7990 e-mail info@irbservices.com web www irbservices.com
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