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eReviews Software

** Internet-based study review management software

** Launched at the MUHC on April 1, 2011

s System manages:
** Science review
+** Ethics review

¢ Site-specific assessments (pharmacy, resources utilization,
contracts, access to medical records)

¢ Currently over 1000 users and 2000 ongoing studies in the
system
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System Access

¢ Only Pls can create account

¢ Access to system is controlled manually. Allows for
verification of:

** MUHC or McGill staff appointment
+» Valid research privileges

s All other users (students, research staff, residents, fellows)
must be delegated a study to access the system
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System Access

** User account permissions:

*** Principle Investigator (PI):

= create studies

= delegate individuals to studies
= complete forms

= sign off on forms

= submit Confidentiality Disclosure Agreements (CDAs) for review

**Delegate:

= complete forms for delegated studies
= submit (CDASs) for review on behalf of Pl
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System Access

¢ Each user is assigned their own username and password I

= MUHC policy and good security practices: DO NOT SHARE YOUR I
USERNAMES AND PASSWORDS I

¢ Each user is responsible for the use of their username,
password and the activities conducted in their account.
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Password Management

*»* Password reset function is available on the login screen:

Institut de Research
recherche Institute
Centre universitaire MeGill University

de santé MoGill Health Centre

Welcome

This site allows MUHC personnel to submit the infarmation for review
(initial and ongoing) of any research activity that requires:

« Anintervention with a human subject, or

« The collection of information on a huran subject, whether
prospectively or retrospectively, or

+ The use of human biological material
to be conducted at the MUHC (Montreal General Hospital, Royal victaria
Hospital -including the Allen Memaorial Institute, Montreal Children's

Hospital, Maontreal Neuralogical Hospital, and the Montreal Chest
Institute).

Confidentiel

manis  @REVIEWS

Sign In

Username |

Password |

Forgot my password?
Forgot my username 2
Create account




Password Management

¢ Passwords can be changed once logged in by accessing

profile information

Institut de
recherche

Centre universitaire

de samté MoGill

¥

Research
Institute

MeGill University
Health Centre

stephanieLamarche [l Home  Help  Frangais  Logot  @RFEVIEWS

of

F o Submit CDA

Hotifications pending! Please consult your studies list to see which one(s) requireis) your attention

Pending Authorization ' Authorized [Ongoing) Archived

MBI Principal Submit/
Study & ID # Studyshort title # : # Status + Edit Notifications
i Investigator Track

Code:
1657 TEST1 Stephanie Lamarche Mot submited @ 5 0
2776 IMI01240 Rosie Seuccimar Approval in $ 0

progress

3630 Jacques Genest Mot submited @ 5 0
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Password Management

** Use the Password management tab I

de santé McGill Health Centre Stephanie Lamarche  Home  Help  Francais  Logout ERE\H EWS

| ]
Update contact information Password managment

O Change passward

* 0ld Passward
* Mew pazswoard

= New password confirmation

TS T
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Delegate Management

Institut de Research
recherche Institute
Centre universitaire MeGill University

it pry Hodth o Stephanic Lamarche ~ Home  Help  Frangais  Lonowt  @REVIFWS

Study Management
What do you want to
do?

* Submit COA Pending Authorization

Authorized (Ongoing) Archived

b Creste o new study

MUHC

* Manage delegates [S:Luddg %+ ID ¢ Studyshorttitle + :j:\:_';g;r;:tm +# Status  + Edit .?:‘ahcr:'” g:lfes Notifications
[

1857 TEST1 Stephanie Lamarche Mot submited & = Y a
16855 TEST 2 Stephanie Lamarche Mot submited & L 7 o
1712 Stephanie Lamarche Mot submited & L) ) o
1823 TEST 3 Stephanie Lamarche Mot submited & = ) a
1858 Stephanie Lamarche Mot submited & ) 7 0
1689 Stephanie Lamarche Mot submited & L) e o
2039 Stephanie Lamarche Mot submited & = i a
2064 Stephanie Lamarche Mot submited & L 7 o
2113 TEST Stephanie Lamarche Mot submited & L) ) o
2155 Stephanie Lamarche Mot submited & = it a

1-10/37(37 o w [10 7]
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New Study Creation

¢ Studies can only be created by PI

** A series of initial questions determine which
forms the investigator will need to complete.

**The investigator can delegate the role of form
completion to a member of his team only once
the study has been created.
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New Study Creation

Institut de Research
recherche Institute
Centre universitaire MeGill University

de santé McGill Health Centre

What do you want to

do?
v Submit COA
+ Create a new study

b Manage delegstes

=3

=Y
=

Stephanie Lamarche Home Help Frangais Logout EREVIEWS

Initial Questions

Please answer the following guestions that will guide you to the forms required far "initial review”. At each guestion, place your cursor
aver the question mark symbal under help to get additional information on the guestion. You may always go back one guestion by
clicking the ‘hack one' buttan or begin again with the first question by clicking 'start over' Once you have answered all the questions,
click on finish' to receive your study recard number and the specific forms required to submit for the study.

Help Question ™ Answer * Required Form *
Wil the hurnan subject information reguired for the study be collected from Mo
existing medical records only for which no subjects will be contacted?

Does your study imvolve testing a drug or natural health product (whether Pharmacy, Regulatory
marketed or not)? compliance

Resource

(1) Does your study involve testing a medical device (whether marketed or not)? Mo

(7 Daes your study involve a contract or legal agreement to be reviewed by the  Yes Budget/contract

Office of Clinical Contracts (OCC)?
() Does your study invalve minors (children under 18 years of age)? Mo Adults sciencelethics review
(T Wil you require access to MUHC records prior to obtaining written informed  Yes Medical record access

cansent from the subjects whose data you seek?

Does your study irvolve use of infarmation or human material fram an existing
data ar tissue bank or creating a new data or tissue bank?

(T Wil your study be registered in a public registry, as reguired by the MUHC for  Yes Clinical trial registration
all randamised clinical research?

Yas Data or tissue bank
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New Study Creation

** Question: Will the human subject information required I
for the study be collected from existing medical records I
only for which no subjects will be contacted? I

*» “Medical Records” not limited to paper charts —includes any
information which is part of a patient’s medical history

** Answering Yes generates both the Health Records Research
form and the DPS Medical Records Access form.
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New Study Creation

¢ Laws governing access to information

= Article 19.1 of La loi sur les services de santé et les services

sociaux

= Requirement to obtain informed consent for use of health record

information

= Article 125 of La loi sur I'acces aux documents des organismes

publics et sur la protection des renseignements personnels
= The requirement for consent may be waived if:
= The projected use of the data is not frivolous
= The personal information will be used in a manner which respects its
confidential nature
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New Study Creation

*»* In institutions of the health and social services network, I
the Director of Professional Services (DPS) can authorize
use of information for research if conditions outlined in I
Article 125 are met

** Approval of either the DPS or the REB alone is not
sufficient to conduct health records research
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New Study Creation

** Question: Will you require access to MUHC records prior I
to obtaining written informed consent from the subjects
whose data you seek?

= Answering Yes will generate the DPS Access to Medical Records
form

= Using medical records to screen for potential participants prior
to contacting them

= No need to answer Yes if only accessing records after
participant consent (provisions should be in consent form)
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New Study Creation

agreement to be reviewed by the Office of Clinical

*** Question: Does your study involve a contract or legal I
Contracts (OCC)? I

= Answering Yes will generate the Contract Review Application

= When is a contract or agreement required?
= When both parties stand to benefit from a collaboration
(benefit can be money, publication rights, data, etc.)

= Agreements include: Clinical study agreements, inter-

institutional agreements, material transfer and data
transfer/sharing agreements, etc.
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Form Navigation and Validation

** The study forms are listed in the left hand menu

Institut de Research
recherche Institute
Centre universitaire MeGill University

de santé McGill Health Centre Stephanie Lamarche Home Help Frangais Logout eREVI EWS

l

Study Forms Se

Common guestions

-+ Common questions

b Children sciencedethics rewview v Study ID 3087

Scientific review and study )
design v Study title |

Recruitment and enrallment

Infarmed consent

Confidentiality of data

a1 Study short title

Regulstory compliance

Financial issues +  Study summary with stucy
objectives {100 words or less)

-

Clinical trial registration

+ Resource P
* Pharmacy + Append study protocol, principal investigator's CW and the imvestigator brochure {if applicable)
v Budgeticontract Append M-Eval form in case of a study falling under the MSSS Multicentric Mechanism

id* Filename* Size* Hew version History Delete

-

Pl'z declaration

Empty
Study management W

v Submit StudyiTrack Review

Progress 1 Istheresearch an "extension™ or
“companion™ to an existing
v Wiodify Initial Guestions study? i Yes (= Ho

= Projected MUHC study start date I— @
= Projected MUHC study end date I— @
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Form Navigation and Validation

*»*Naviagation tabs at the bottom of the screen guide
the investigator through the study application

Indicate the study sponsor (if organization) = (%)

Organization name Start date End Date Edit Delete
Empty

Indicate the study sponsor (if person) * (%)

Person name* Start date End Date Edit Delete
Empty

Indicate the source of funding for the study =

- InternalDepartmental Funding

Organization name Organization Type Startdate  End Date Edit Delete
Eli Lilly Canada Inc. Compa corporations CAN PRIV 2013-04-22  2014-03-31 & X

Indicate any other site {than MUHC) involved in the study *

Organization hame Organization Location Start date End Date Edit Delete
Empty
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Form Navigation and Validation

** The « Validate » function allows the investigator to
verify what information is required to submit the
study

Institut de Research
recherche Institute
Centre universitaire MeGill University

de santé McGill Health Centre Stephanie Lamarche Home Help Frangais Logout eREVlEWS

tudy Forms Section You must correct the following error(s) before proceeding:

Study title is required.

Study short title is required.

Study sumrary with study objectives is required.
Initial review date is required.

Close out date is required.

Study protocol is reguired

=+ Common questions

¥ Children sciencefethics review

Scientific review and study
dlesign

L T I

Recruitment and enrollment

Informed consert

Confidentialty of data

Regulstary compliance
Common gquestions

Financial iszues

Clinical trial registration

1 Study ID 3087
r Resource
 Pharmacy +  Study title |
v Budgetfcontract

Fl's declaration

tudy management +  Study short title

v zubmit StudyiTrack Review:
Progress

v Modify Initial Guestions

=+ Study summary with study
objectives (100 words or
less)

+ Append study protocol, principal investigator's CV and the investigator brochure (if applicable)
fnnand M Beal form in caca of 2 otoche Falling nndar tho BMSCSS MuHicrantric Machanicm
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Study Submission

*** When ready to submit the study for review, click on

Submit

Institut de Research
recherche Institute
Centre universitaine McGill University

de santé McGill Health Centre

Study Forms Section

boCammon guestions

b Children sciencelethics review

-

Scientific reviesy and study
design

-

Recrutment and enrolinent

-

Informed conzent

-

Confidertialty of data

-

Regulstory compliance

-

Fimancial izsues

Clinical trial registration

Resource

Pharmacy

Budgeticontract

Pl's declaration

Study management

=+ Submit Study/Track Review
Progress

v odify Initisl Guestions

Stephanie L amarche Home Help Francais Logout ER EVlEWS

Submit/ Track [ Study# 3087,]

Use the Submit buttons to submit your study application for review. Please note that you may submit your contract/budget for review at
a later time than your sciencefethics/site-specific assessments. You may not start your study until all required approvals are obtained
and the RI MUHC iszues the MUHC Authorization Letter

Review Start date End Date Sections Status Submit
Mot submitted
Mot submitted
Mot submitted
Mot submitted

Central intake
Science review
Ethics review
DPS review
Resource review
Pharrmacy review Mot submitted

Mot submitted

* &L EEE S

Budget/Caontract review

Notifications/Requests for Information : [ Study # 3087, ]

If & reviewer requires more infarmation/additional documentation to process your application you will see a notification here. Make the
requested changes to the appropriate study forms then come back to this page and click on Submit Changes. You may provide a
comment to the reviewer by entering text in the "Comments" box below.

Process Comments Investigator comment Submit changes
Empty
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Review Process Overview

. Favourable Outcome : : Final approval
_ | Internal Science Ethics Review
| Review (REB)
DP5 Review DPS Approval
.| [Resources,
7l Medical
Records Access)
central Intake
reviews
application and ——
assigns MUHC
study Code
Signed Pharmacy
Agraement
**Forms are locked to prevent®® Pha”_'“f'l'
maodifications. Forms will only be Review
unlzcked if 3 reviewer requests
information through eReviews
Fully Executed
.| contracts contract
1 Review
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Review Process Tracking

+¢* Clicking on Submit locks the forms to prevent
further modification

¢ To modify forms a reviewer (REB coordinator,
contract reviewer, pharmacy manager) has to
request information
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Review Process Tracking

Institut de Research
recherche Institute
Centre universitaire MeGill University
de santé MeGill Health Centre Stephanie Lamarche Home Help Frangais Logout eREVl EWS
Submitf Track [ Study# 13-123-BMA, DECLARE-TIMI 58 ]
Study Forms Section
Use the Submit buttons to submit your study application for rewiew. Please note that you may submit your contract/budget for review at
+ Common gquestions a later time than your sciencelethics/site-specific assessments. Vou may nat start vour study until all required approvals are obtained

and the BRI MUHC issues the MUHG Authorization Letter

b Adults sciencedethics review

v Scientific reviewe and study
desion

Review Start date End Date Sections Status Submit

v Recruitmert and enrallmenit
v Informed conzent
v Confidertislity of data

¥ Regulstory complisnce Resource review 2013-06-17

+ Fnancia ssues ___-_

b Resource Netifications/Requests for Information : [ Study # 13-123-BMA, DECLARE-TIMI 58 |
v Pharmacy

v Clinical trial registration

If @ reviewer requires mare information/additional documentation to process your application you will see a notification here. Make the
requested changes to the appropriate study forms then come back to this page and click on Submit Changes. You may provide a
» Pl's declaration comrment to the reviewer by entering text in the "Comments" box below.

Study management Process Comments Investigator comment Submit changes

E
+ Submit Study/Track Review mply
Progress

v Budgetfcontract

[ T R T
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Review Process Tracking

Institut de Research
recherche Institute
Centre universitaine MeGill University

de santé McGill Health Centre Stephanie Lamarche Home Help Frangais Logout e-REVl EWS
:INhat do you want to Study Management
o?
* Submit COA Notifications pending! Please consult your studies list to see which oneis) requireis) your attention

Pending Authorization ’ Authorized (Ongoing) Archived

LULLIE Principal Submit/
Study % ID # Studyshort title + P 4+ Status + Edit Notifications
i Investigator Track
Code:
13147 % x|
13-147-BMA 3243 EYEGUARD™-C STUDY  Jean Deschenes Apprf;;‘fs's'” P P _
J)_ 1-1/71022) 0 -
| _Fe |

** Pl and delegates will receive copy of notification email
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Review Process Tracking

Study Forms Section

v Common guestions

b Adults sciencelethics review

-

Scientific review and study
design

-

Recruitment and enrollment

-

Infarmed consent

-

Confidentiality of data

-

Regulatory compliance

-

Financial izsuss

-

Clinical trial registration

-

Rezource

-

hedical record access

-

Pharmacy

-

Budgeticontract

-

Pl's declaration

Study management

-+ Submit StudyTrack Review
Progress

v Mlodify Initial Guestions

Submit/ Track [ Study# 13-147-BMA, EYEGUARD™_C STUDY ]

Use the Submit buttons to submit your study application for review. Please note that you may submit your contract/budget for review at
a later time than your sciencefethics/site-specific assessments. You may not start your study until all required approvals are obtained
and the RI MUHC issues the MUHC Autharization Letter

Review Start date End Date Sections Status Submit
Central intake 20130705 2013-07-08 £ Completed
SCience review 2013-07-03 2013-07-15 E) Approved
o Bthicsreview 20130745
DPS review 2013-07-03 £ Review in progress
Medical Record
Accpas 2013-07-038 L)
Resource review 20130708 =
Pharmacy review 20130708 £ Review in progress
Budget/Cantract review 2013-07-19 £ Review in progress

Notifications/Requests for Information : [ Study # 13-147-BMA, EYEGUARD™-C STUDY ]

If @ reviewer requires mare informationfadditional documentation to process your application you will see a notification here. Make the
requested changes to the appropriate study forms then come back to this page and click on Subrit Changes. You may provide a
cornrment to the reviewer by entering text in the "Cormments" box below,

Investigator Submit

Process Comments
comment changes

Dear Dr. Deschenes:

Please submit 1 signed original and 9 copies of collated study documents that require
ethics review to my attention at 511.08.

Ethics Please confirm in the eReview comment field that you will do the submission. Ii
PEVIEW  Thank youl “
James Ellasus
Research Ethics Office-Intake

RvwH 511.08
#3433
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Ongoing Report Management

Institut de Research
recherche Institute
Centre universitaire MeGill University

de santé McGill Health Centre Stephanie Lamarche Home Help Francais Logout ER EVIEWS

Study Management Reports list

' Ongoing Home

Study ID: 486 Pl Yale, Jean-Francois
A Randomized, Double-hlind, Placeho-cortrolled, &
B 3-arm, Parallel-group, 26-week, Multicenter Stuchy j
Study ref number  03-237-BMB Studytitle i 5 25 week Extenzion, to Evaluste the ﬂ
Efficacy, Safety and Tolerahilty of Canagliflazin
imthe Trashmart af Tobiacts ol Tome D s

Report ,  Report , SAE., Subject , Creation , Submission , Decision , .. . oot Print
D Hame Type identifier date Date Date Report Preview
All Report | =
2970 gg;‘i‘;‘.\f‘i”g A RA D41 3/2012 0401902012 Rpfﬂ";‘g‘s'g & A >
321 contnuing - a NA 0471472011 041812011 Approved o SR
601 E;Z‘;ﬁgﬁfgm MNA MA, 11182011 1162011 spproved  |o A 5)
303 EiruDEtianr! report M NA 052772011 0116/2012 Rpfﬂ";‘g‘s'g P, & »
34 e Report A NA 052772011 011672012 Rpf;;‘g‘s'g y B
473 Eirglt;iﬂ report M MA 10772011 11022011 Rpfﬂ";‘g‘s'g F: A >
474 il Report A NA 104772011 1022011 Rpfﬂ";‘g‘s'g y B
. 1562 E;;Ei\indg fdnv MA MA 074152011 | OFME2011 Rme;fr‘g's'g p; __I_ .>|
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