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1. PRINCIPAL INVESTIGATOR & STUDY TEAM - HUMAN ETHICS APPLICATION

* 1.1. Principal Investigator

Please select the Principal Investigator (PI) for the study. Once vou hit "Sefect”, vou can enter the PI's name, or enter the firs
fetters of his or her name and hit "Go”. You can sort the returned fist alphabetically by First name, Last name, or Organization

clicking the appropriate heading.

j[l Select... i

Begin by selecting the Principal

Enter Principal Investigator Primary Department and also the'primman

Investigator. If you have
previously held a Pl role, this

field may automatically be

populated with your name.

1.2. Primary Contact

Provide the name of ONE primary contact pe
and notifications from the REB for this study

Guidance Notes are located in the boxes to the
right of the application form. They include
detailed explanations of the questions,
instructions-on how-tofill-eut-the form-and
useful links to documents and contacts.

Study Team Members

few
by

Complete sections 1.3, 1.4 and 1.5 below to add Co-Investigators and additional study team members and to desigrate
the type of online access you would like them to have.

To add Co-Investigators and additional study team members in questions 1.3 and 1.4:

1. Click "Add".

2. Enter the name, or enter the first few letters of the person’'s name and click "Go".
3. You can sort the returned list alphabetically by First name, Last name, or Organization by clicking the appropriate heading.
4. Sefect the boxes beside ALL applicable names and click "OK".

To delete a person from the list, select the box next to his or her name and click "Remove”,

1.3. Co-Investigators

GUIDAMNCE NOTES

A Principal Investigator (PI) either has a faculty appointment
(Clinical Assistant Professor, Clinical Associate Professor, Clinical
Professor, Assistant Professor, Associate Professor, Professor or
BCCA Investigator) OR is deemed a PI by an affiliated institution or
by a Dean.

The PI bears the overall responsibility for the conduct of the study
and is required to act within the guidelines of the TCPSZ2.

Instructors who are applying for research ethics approval for class-
based projects in courses they are teaching can be listed as a PI
on their application. Please contact the REB manager if you are
submitting a class project and require the capacity to list yourself
as a PI on the application.

If yvou cannot find the PI's name in the list, have it added into the
RISe system by emailing the following information to RISe Support:
Full Name (Including Middle Initial), Department (or affiliation with
the University), UBC Rank, Email Address, Phone Number and UBC
employee number (if applicable). Once an account is created, new
users will receive their researcher number via email.

Selecting a primary contact is optional. If a primary contact is not
selected, the PI will be the only person to receive all
correspondence from the Research Ethics Board Administration

. (REBA). Graduate students preparing ethics applications for their

dissertation projects should list themselves as the primary
contact. The Primary Contact may also be listed in one of the
categories below. Note that the PI may chanage the Primary
Contact anytime without an amendment.

Please make sure you have added yourself as either the Principal
Investigator, primary contact, co-investigator, or a study team
member with online access in order to continue with the
application.

If you cannot find your name or any of your study team
members’ names in the list, have them added or inform them to
add themselves by emailing the following information to RISe
Support{risesupport@ors.ubc.ca): Full Name (Including Middle
Initial), Department (or affiliation with the University), UBC Rank,
Email Address, Phone Number and UBC employes number (if
applicable). Once an account is created, new users will receive
their researcher numbers via email.

If you are applying to the BC Cancer Agency (BCCA), co-

e e R S e R,

L _ ____
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1. PRINCIPAL INVESTIGATOR & STUDY TEAM - HUMAN ETHICS APPLICATION

||
| _Filter by the last name

* 1.1. Principal Investigator

= "‘
(2 Select Person - Windows Internet Explorer

Please sefect the Principal Investigator (PI) for the study. Once you hit "5
letters of his or her name and hit "Go". You can sort the returned list alph
clicking the appropriate heading.

|| Select...

{{test.rise.ube.ca/sandbox/CommonAdministrati

fChooser

————

and include a“%” in

front to maximize results,

v appointment
~|Professor, Clinical

Filter by

Total Selected: 1
[2) Last Name

Enter Principal Investigator Primary Department and also the primary loca

() Administrator

(® Apple

Last Mame W %apple| :vifl Clear |Advanced
Ko 1-70f7 b LA
First Name Qrganization
System Webridge
Prinz UBC

Select the name of the
Principal Investigator.

bpartment of

epartment of

'::::' Kirk T T LI T TR TN e, T
_ A O Smith Sally
1.2. Primary Contact
) Smith Jane K.

Provide the name of ONE primary contact person in addition to the PT wha
and notifications from the REB for this study. This primary contact will ha

|| Select...

Total Selected: 1

Study Team Members

Complete sections 1.3, 1.4 and 1.5 below to add Co-Investigators I
the type of online access you would like them to have.

To add Co-Investigators and additional study team members in questions]||

1. Click "Add".
2. Enter the name, or enter the first few letters of the person’s name and|)

N 4 1-7of7 b KA

=partment of

Medicine, Department of

Medicine, Department of

oK canca |

Click “OK” to add your
selection.

_/

3. You can sort the returned list alphabetically by First name, Last name, t

4. Select the boxes beside ALL applicable names and click "OK".,
To delete a person from the fist, select the box next to his or her name and click "Remove”.

1.3. Co-Investigators
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1. PRINCIPAL INVESTIGATOR & STUDY TEAM - HUMAN ETHICS APPLICATION

* 1.1. Principal Investigator

Plerse select the Principal Investigator (PI) for the study. Once you hit "Select”, you can enter the PI's name, or enter the first few
of his or her name and hit "Go". You can sort the returned list alphabetically by First name, Last name, or Organization by

icking the appropriate heading.
prinz Axple

Primary ApBointment: UBC (UBC)

Rank: Visiti
Email: na

Dignitary

Enter Principal Investigato,

1.2. Primary Contact

Provide the name of ONE primary contact person in addition to the PT who will receive ALL correspondence, certificates of approval
and notifications from the REB for this study. This primary contact will have online access to read, amend, and track the application.

Some questions are marked with a red asterisk. This indicates
that the question:is a required field:: If you leave these questions
unanswered, you will not be allowed to proceed to the next page
of the application.

| Select... |

Study Team Members

Complete sections 1.3, 1.4 and 1.5 below to add Co-Investigators and additional study team members and to designate

the type of online access you would like them to have.

To add Co-Investigators and additional study team members in questions 1.3 and 1.4:

1. Click "Add".

2. Enter the name, or enter the first few fetters of the person’s name and cfick "Go".
3. You can sort the returned list alphabetically by First name, Last name, or Organization by clicking the appropriate heading.
4. Select the boxes beside ALL applicable names and click "OK".

To delete a persaon from the list, sefect the box next to his or her name and click "Remove”,

1.3. Co-Investigators

GUIDANCE NOTES

A Principal Investigator (PI) either has a faculty appointment
(Clinical Assistant Professor, Clinical Associate Professor, Clinical
Professor, Assistant Professor, Associate Professor, Professor or
BCCA Investigator) OR is deemed a PI by an affiliated institution or
by a Dean.

The PI bears the overall responsibility for the conduct of the study
and is required to act within the guidelines of the TCPS2.

Instructors who are applying for research ethics approval for class-
based projects in courses they are teaching can be listed as a PI
on their application. Please contact the REB manager if you are
submitting a class project and require the capacity to list yourself
as a PI on the application.

If you cannot find the PI's name in the list, have it added into the
RISe system by emailing the following information to RISe Support:
Full Name (Including Middle Initial), Department (or affiliation with
the University), UBC Rank, Email Address, Phone Number and UBC
employee number (if applicable). Once an account is created, new
users will receive their researcher number via email.

Selecting a primary contact is optional. If a3 primary contact is not
selected, the PI will be the only person to receive all
correspondence from the Research Ethics Board Administration
(REBA). Graduate students preparing ethics applications for their
dissertation projects should list themselves as the primary
contact. The Primary Contact may also be listed in one of the
categories below. MNote that the PI may change the Primary
Contact anytime without an amendment.

Please make sure you have added yourself as either the Principal
Investigator, primary contact, co-investigator, or a study team
member with online access in order to continue with the
application.

If you cannot find your name or any of your study team
members” names in the list, have them added or inform them to
add themselves by emailing the following information to RISe
Support{risesupport@ors.ubc.ca): Full Name (Including Middle
Initial), Department (or affiliation with the University), UBC Rank,
Email Address, Phone Number and UBC employee number (if
applicable). Once an account is created, new users will receive
their researcher numbers via email.

If you are applying to the BC Cancer Agency (BCCA), co-

invactinatare will nat ha lickad an tha rartificatac Af annreawal-
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2. STUDY DATES & FUNDING INFORMATION - HUMAN ETHICS APPLICATION

Project Period In multi-phase projects, include the period that involves research
with human participants.
* 2.1.A.

Please choose ONE of the following:

« You plan to start coflecting data immediately after cbtaining ethics and any other required approvals (the start date on the
ethics certificate will reflect the approval date),

|
oR

« You plan to start data collection at a later date i.e., 2 months or more after approvals are obtained, Click the calendar icon
befow to select the dates (Internet Explorer) or enter the dates manually using the format yyyy-mm-dd.

Estimated start date: = < Whenever you encounter questions that
require you to input a date, please use
*2.1.B. the calendar icon to select your dates as
Estimated end date: it will ensure the proper formatting of
|3 your entry.
Source of Funds "Source of Funds” refers to the funder, sponsor, grantor, or agency

{government, industry, and non-profit) that is providing the funds
needed to undertake the project. Note that you should not

¥ 2.2.A. Types of Funds indicate that your study is "For Profit” if 3 sponsor is only
collaborating and not funding the study, e.q., they are providing

Please select the applicable box(es) below to indicate the type(s) of funding you are receiving to conduct this research. You must  |the study drug or laboratory space only.

then complete section 2.3 and/or section 2.4 for the name of the source of the funds to be listed on the certificate of

approval.

Type(s) of Funding

Grant

No Funding

Grant-in-aid

For-Profit Sponsor (Industry or Pharmaceutical)

Internal Funds

Oooood

Other (Enter details in 2.3 or 2.4 as appropriate)

2.2.B. For Industry Sponsored studies, please provide a sponsor contact.
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2. STUDY DATES & FUNDING INFORMATION - HUMAN ETHICS APPLICATION

Project Period In multi-phase projects, include the period that involves research
with human participants.
* 2.1.A.

Please choose ONE of the following:
* You plan to start colfecting data immediately after obtaining ethics and any other required approvals (the start date on the

ethics certificate will reflect the approval date),

|
OR

+ You plan to start data colfection at a later date i.e., 2 months or more after approvals are obtained. Click the calendar icon
befow to select the dates (Internet Explorer) or enter the dates manually using the format yyyy-mm-dd.

Estimated start date:
October 8, 2013 | B
? October, 2013 X
*2.1.B. “ | « Today L
_ Sun Mon Tue Wed Thu Fri Sat
Estimated end date: |m 1 5 3 4 5
& 7] 8 9 10 11 12
13 14 15 16 17 18 18
Source of Funds 20 21 27 23 24 25 25 "Source of Funds” refers to the funder, sponsor, grantor, or agency
(government, industry, and non-profit) that is providing the funds
27 28 29 30 31 needed to undertake the project. Note that you should not

* 2.2.A. Types of Funds Select date | indicate that your study is "For Profit” if a sponsor is only

collaborating and not funding the study, e.q., they are providing
Please select the applicable box{es) below to indicate the type(s) of funding yvou are receiving to conduct this research. You must  |the study drug or laboratory space only.
then complete section 2.3 and/or section 2.4 for the name of the source of the funds to be listed on the certificate of
approval.
Type(s) of Funding

Grant

Mo Funding

Grant-in-aid

For-Profit Sponsor (Industry or Pharmaceutical)

Internal Funds

Ooooon

Other (Enter details in 2.3 or 2.4 as appropriate)

2.2.B. For Industry Sponsored studies, please provide a sponsor contact,
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4. STUDY TYPE - HUMAN ETHICS APPLICATION

* 4.1. UBC Research Ethics Board UBC's REBs have signed a one board of record agreement.
Studies taking place at multiple UBC sites require review and
Indicate which UBC Research Ethics Board you are applying to and the type of study you are applying for: approval by only one UBC-Affiliated REB. Choice of Board should
Research Ethics Boards be determined by the PI's primary appointment and/or the main
— . L location of the research.
() BC Cancer Agency Research Ethics Board - Clinical
C Cancer Agency Research Ethics Board - Behavioural Clinical projects are those involving surgery, the administration of
. drugs, medical imaging or other diagnostic techniques, biopsies,
hildren's and Women's Research Ethics Board - Clinical the taking of blood or other specimens, the review of dinical
. . . . . medical recards, and any invasive procedure. A clinical research
hildren’s and Women's Research Ethics Board - Behavioural project that also includes guestionnaires or interviews should be

submitted to a Clinical Research Ethics Board.

ravidence Health Care Research Ethics Board - Behavioural Behavioural projects are those that are behavioural or social
. . scientific in nature or involve humanities research. They may involve
BC Okanagan Behavioural Research Ethics Board the study of patients or healthcare providers; however, they are

not clinical and do not involve invasive procedures. They do include
research involving interviews, observations, and the administration

BC Clinical Research Ethics Board of guestionnaires or tests.

=llear

* 4.2, Institutions and S

g
q
aq
Aravidence Health Care Research Ethics Board - Clinical
P
u
UB(C Behavioural Research Ethics Board

u

Select the appropriate ethics board b
pprop y Research at UBC's affiliated hospitals cannot commence until yvou

C|ICkIng the I’adIO button tO the Ieft receive local site / resource approval from the hospital(s) selectad.
Enter the focations for the loacih fnre snn wibee wibpere Mhe reapareh il e maerie i ibr this Research Ethics Board approval Issuing of the certificate of ethical approval may be delayed until
(incfuding specimens pmcessed by pathr::-fr::-gy, specraf radrr::-fr::-grraf pmcedures, specimens Dbtarnen‘ in the operating room, or tissue site approval from the hospital(s) has been obtained.

requested from pathology).

The Hospital Administrator for faciliti i t the hospital
If vour research will not be carried out at an institutional site, please check the "N/A”™ box. Otherwise click "Add” and enter the cer?treo :zie?:ted r.:,'mliéaggn?éde:,cig‘frfésgggse;; thise a;psl?éaiioor: .

appropriate fetter to see the locations for the rnsrrrurmns and srt'es where rhe researr:h wrh‘ be r:arrred out under this Research however, it is the PI's responsibility to pursue and obtain the
r

Ethics Board approval: B for BC | P far Providence Heafth Care U for : -
UBC Campus V for couver Cg- ;.YOU:—;W”J; ter q UeStIOHS Wh ere TR T LT ST LR R TILE TISL R S

you must click “Add” to select an item
from an established list.

N/A: [

4.2.A. Institutions and Sites f{::

Hospital/Institution Site

4.2.B.

Please enter any other locations where the research will be conducted under this Research Ethics Approval (e.g., private physician's
office, community centre, school, classroom, participant's home, in the field - provide details).
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@& http://test.rise.ubc.ca/sandbox/CommonAdministration/Choosers/Entity/CustomDataType/Sele B |
— — = = ' prd agreement.

Select H - Institutions and Sites |equire review and

Indicate which UBC Research Ethics Board you are applying to and the type of study y| hoice of Board should
Research Ethics Boards ‘nent andfor the main

i - Please enter the corresponding | ] LFind]
() BC Cancer Agency Research Ethics Board - Clinical institution letter (refer to instructions in

(O BC Cancer Agency Research Ethics Board - Behavioural question 4.2) and click Find’ to view a list

4. STUDY TYPE - HUMAN ETHICS APPLICATION ‘2 Select H - Institutions and Sites - Windows Internet Explorer

* 4.1. UBC Research Ethics Board

- b the administration of
of acceptable locations. Or, to view a \chnigues, biopsies,
Children's and Women's Research Ethics Board - Clinical complete list of locations, leave the field =view of clinical

- : : _ blank and click 'Find'. Select the checkbox A clinical research
Children's and Women's Research Ethics Board - Behavioural beside the desired location(s) and click nterviews should be

Providence Health Care Research Ethics Board - Clinical . . .
: : : Option 1: Leave the field blank and click _ _
Providence Health Care Research Ethics Board - Behavioural | Bvioural or social

.  mvioural i~ ) “Find” for the complete list | g
UBC Okanagan Behavioural Research Ethics Boar however, they are
O uBC Behavioural Research Ethics Board Option 2: Search for the first letter of the (lures. They do include

nd the administration

(® UBC Clinical Research Ethics Board Institution

Clear

* 4.2, Institutions and Sites for Study commence until you

[

& hospital(s) selected.
Enter the locations for the institutions and sites where the research will be carried ou "lay be delayed until
(including specimens processed by pathofogy, special radiclogical procedures, specime |btained.

requested from pathology).
25 at the hospital or

If vour research will not be carried out at an institutional site, please check the "N/A™
appropriate fetter to see the locations for the institutions and sites where the researc
Ethics Board approval: B for BC Cancer Agency C for Children’s and Women's Health Ci
UBC Campus V for Vancouver Coastal Health (VCHRI/VCHA).

N/A: [

4.2.A. Institutions and Sites for Study
Add

Hospital/Institution

4.2.8.

Please enter any other locations where the research will be conducted under this Research Ethics Approval (e.q., private physician’s
office, community centre, school, classroom, participant's home, in the field - provide details).

s to this application;
2 and obtain the
als.
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2 Select H - Institutions and Sites - Windows Internet Explorer = | &
I’é} http://test.rise.ubc.ca/sandbox/CommenAdministration/Choosers/Entity/CustomDataT EI
4. STUDY TYPE - HUMAN ETHICS APPLICATION [] BC Cancer Agency Abbotsford Centre BCCA ~
[J BC cancer Agency EZEHWFZL:E'SSSCE”CNOQY L
* 4.1. UBC Research Ethics Board |greement.
[] Children's and Women's Health BC Mental Health and ire review and
Indicate which UBC Research Ethics Board you are applying to and the type of study you are apply| Centre of BC (incl. Sunny Hill) Addictions Research Institute i+ of Board should
Research Ethics Boards [] Children's and Women's Health Women's Health Research fand/or the main
() BC Cancer Agency Research Ethics Board - Clinical Centre of BC (incl. Sunny Hill) Institute
. _ . [] children's and Women's Health Child & Family Research SoEoe s £
(L) BC Cancer Agency Research Ethics Board - Behavioural Centre of BC (incl. Sunny Hil) Institute .LErlr;mésiOr;Silg: o
() Children's and Women's Research Ethics Board - Clinical [] Providence Health Care st. Paul's Hospital nigglclig;?alrch
() Children’s and Women's Research Ethics Board - Behavioural [ Providence Health Care Haly Family Hospital lews should be
() Providence Health Care Research Ethics Board - Clinical ) . .
- [] Providence Health Care Mount Saint Joseph Hospital
() Providence Health Care Research Ethics Board - Behavioural ) . . Iral or social
: - [] Providence Health Care Youville Residence They may involve
() UBC Okanagan Behavioural Research Ethics Board ever, they are
) ) [] Providence Health Care 5t. Vincent's Hospital They do include
() UBC Behavioural Research Ethics Board Ee T T
. . UBC TRIUMF
(® UBC Clinical Research Ethics Board O]
Vancouver (excludes UBC
Clear UBC Hospital)
[C\uBC Okanagan |
* 4.2, Institutions and Sites for Study ‘nence until you
U [ agﬁ%l;{féH%astal Health Vancouver General Hospital | pital(s) selected.
Enter the locations for the institutions and sites where the research will be carried out under this e delayed until
(including specimens processed by pathology, special radiofogical procedures, specimens obtained [] Vapcouver Coastal Health UBC Hospital lled.
requested from pathology). (WOHRI/WCHA)
S : : " hospital
If your research will not be carried out at an institutional site, please check the "N/A"™ box. Otherw 0 ‘Ej\?gHRINCHA) Select one or more'institutions and the ?Sea;pslpizé;:ioonrl
apprapriate fetter to see the focations for the institutions and sites where the research will be carr| di it h btain the !
Ethics Board approval: B for BC Cancer Agency C for Children’'s and Women's Health Centre of BC R [] Vancouver coag€COMEsSponaing sites wnere your
UBC Campus V for Vancouver Coastal Health (WVCHRI/VCHA). (WCHRI/VCHA) research will take p|ace_
Vancouver Coag
n/a: [ (VCHRI/VCHA)
_— . Vancouver Coastal Health Arthritis Research Centre of
4.2_A. Institutions and Sites for Study (VCHRI/VCHA) Canada
Add
Vancouver Coastal Health .
. o W i
Hospital/Institution (VCHRI/VCHA) ancouver Community
Total Selected: 1 K < 1-250f33 b M
4.2.B.
Please enter any other locations where the research will be conducted under this Research Ethics
office, community centre, school, classroom, participant’s home, in the field - provide details). L

: T 7
Click “Ok” to add
your selection.
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4. STUDY TYPE - HUMAN ETHICS APPLICATION

* 4.1. UBC Research Ethics Board UBC's REBs have signed a one board of record agreement.
Studies taking place at multiple UBC sites require review and
Indicate which UBC Research Ethics Board you are applying to and the type of study you are applying for: approval by only one UBC-Affiliated REB. Choice of Board should
Research Ethics Boards be determined by the PI's primary appointment and/or the main

) - location of the research.
() BC Cancer Agency Research Ethics Board - Clinical

() BC Cancer Agency Research Ethics Board - Behavioural Clinical projects are those involving surgery, the administration of
i drugs, medical imaging or other diagnostic techniques, biopsies,
() Children's and Women's Research Ethics Board - Clinical the taking of blood or other specimens, the review of clinical

. , , . . medical records, and any invasive procedure. A clinical research

) Children’s and Women's Research Ethics Board - Behavioural project that also includes gquestionnaires or interviews should be

() Providence Health Care Research Ethics Board - Clinical submitted to a Clinical Research Ethics Board.

() Providence Health Care Research Ethics Board - Behavioural Behavioural projects are those that are behavioural or social
. . scientific in nature or involve humanities research. They may involve
) UBC Okanagan Behavioural Research Ethics Board the study of patients or healthcare providers; however, they are

not clinical and do not involve invasive procedures. They do include

(0 UBC Behavioural Research Ethics Board research involving interviews, observations, and the administration

(® UBC Clinical Research Ethics Board of questionnaires or tests.
Clear
* 4.2, Institutions and Sites for Study Research at UBC's affiliated hospitals cannot commence until yvou

receive local site / resource approval from the hospital(s) selected.
Enter the focations for the institutions and sites where the research will be carried out under this Research Ethics Board approval Issuing of the certificate of ethical approval may be delayed until
(incfuding specimens processed by pathology, special radiclogical procedures, specimens obtained in the operating room, or tissue site approval from the hospital(s) has been obtained.
requested from pathology).

The Hospital Administrator for facilities/services at the hospital or
centre selected will be granted viewing access to this application;
however, it is the PI's responsibility to pursue and obtain the
necessary approvals from the various hospitals.

If vour research will not be carried out at an institutional site, please check the "N/A”™ box. Otherwise click "Add” and enter the
appropriate fetter to see the focations for the institutions and sites where the research will be carried out under this Research
Ethics Board approval: B for BC Cancer Agency C for Children’s and Women's Health Centre of BC P for Providence Health Care U for
UBC Campus V for Vancouver Coastal Health (VCHRI/VCHA).

nN/A: [
4.2 A. Institutions and Sites for Study
Add
Hospital/Institution Site
[ View UBC Vancouver (excludes UBC Hospital) ! Remove J ]

4.2.B. '\
The selected institutions and sites will

Please enter any other |- be listed - Ethics Approval (e.g., private physician's
oifice, community cent e.lIsteaq. is),
|
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4%, CLINICAL STUDY REVIEW TYPE - HUMAN ETHICS APPLICATION

View 4* collects application
details.

4.3. Relationship with other proposals

4.3.A.

If this proposal is closely linked to any other proposal previously/simuftaneously submitted, enter the Research Ethics Board
number of that proposal.

4.3.B.

If applicable, please describe the relationship between this propasal and the previously/simultaneocusly submitted proposal listed
above.

4.3.C.

Have you recefved any information or are you aware of any rejection of this study by any Research Ethics Board? If ves, please
provide known details and attach any available refevant documentation in question 9.7.

OYes (Mo Clear

* 4.4. Level of Risk

After reviewing the minimal risk guidance notes and the criteria for minimal risk, does this study qualify for minimal risk review?
Note that all studies which do not fall into the minimaf risk category will undergo full board review.

(OYes (UNo Clear
* Peer Review

If this research proposal has received any independent scientificymethodological peer review, please include the names of

committees or individuals invelved in the review. State whether the peer review process is ongoing or completed. Alf above minimal

risk studies generally require a peer review.
4.5.A.

External peer review details:

Indicate whether the study is an extension or a sub-study of a
primary study or if the study is utilizing samples or data collected
under a previous study.

A sub-study is a concurrent study on a sub-sample/population of
the original study sample/population.

Click here for further information on sub-studies and extension
studies.

If a study has been rejected by another UBC-affiliated REB, it may
not be re-submitted to any other UBC-affiliated REB.

If the study is a clinical trial, Health Canada must be notified of the
rejection/disapproval of the study.

Click here for information on minimal risk.

Article 2.7 of the TCPS2 stipulates that the REB must review the
ethical implications of the methods and design of a research
project. Peer review is required by all UBC- affiliated REBs for
research projects that pose more than minimal risk to participants.

Enter peer review information in this box and attach any relevant
documentation to box 9.8 of the RISe application. If your study is
not minimal risk, do NOT leave this box blank or state "not
applicable.” Your application will be sent back to you, if
appropriate information is not provided. If a peer review has
not been conducted, please explain why this is the case.

Regardless of the circumstances of the research, the REB may




|Guidanue Motes ((|

* 4.6. Harmonized review of multi-jurisdictional studies

Please read and review the guidance note on the right prior to completing this question.
Is this study a8 multi-jurisdictional study that will afso require review by one or more REB with which the University of British Columbia has a collaborative review agreement? (See the guidance to the right

for details about the harmonized process. )

*« Simon Fraser University

* University of Alberta

s University of Northern British Columbia and/or Northern Health Authority™
« University of Saskatchewan

* University of Victoria

* [sland Health Authority

* Fraser Health Authority

& Interior Health Authority

*Northern Health Authority utilizes UNBC's REB as it does not have a TCPS2 compliant board.

\Note: If submitting an amendment for an already approved study, you must respond “"No™ to this question)

Jves ' No Clear

To save information on each view as you are working, especially if you are working on the view for a long period of time, selact the "Save" button located at the top or bottom of the view in the blue bar. Your work on 2ach

wview will automatically be saved once you hit the "Continue" button.

Copyright @ 2014 The University of British Columbia
Sawve | Exit | Hide/Show Errors | Print... | Jump To: 4% Clinical Study Review Type -

Depending on answers chosen in section 4.6, you will be asked to fill the appropriate view after clicking “ Continue”.
*Selecting “No” under section 4.6 will route you to section 4* (Clinical Study Review Type).

*Selecting “Yes” under section 4.6 will route you to section E (Harmonized Review of Multi-Jurisdictional Studies).
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* 4.7.A Creation of a Registry (Data or Tissue Bank)

Does this study involve the creation of a registry (data or tissue bank) for future use in other research? [if no, skip to 4.8]

Dves CNo Clear

4.7.B
Is the purpose of this application exclusively to obtain approval for the creation of a research database, registry or tissue bank? [Note if the creation of the database or registry or tissue repository is part of 3
bigger project also included in this application, you must answer "no” below.]

Dves O No Clear

| Guidance Notes ((|

Clinical Chart Review

4.8.A.
Is this an application for research requiring access to clinical charts OR data from registries or databases such as PopData BC or Pharmanet?

Dves O No Clear

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. Your work on each

wview will automatically be saved once you hit the "Continue" button.

Copyright @ 2014 The University of British Columbia

Save | Exit | Hide/Show Errors | Print... | Jump To: 4% Clinical Study Review Type (Q 4.7, 4.8) ~

Depending on your answers chosen in section 4.7.A, 4.7.B and 4.8.A you will be asked to fill the appropriate view after clicking

“Continue”.
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* 4.7.A Creation of a Registry (Data or Tissue Bank)

Does this study involve the creation of a registry (data or tissue hank) for future use in other research? [if no, skip to 4.8]

@ves O No Clear

4.7.B
Is the purpose of this application exclusively to ebtain approval for the creation of a research database, registry or tissue bank? [Note if the creation of the database or registry or tissue repository is part of @

bigger project also included in this application, you must answer "no™ below.]

@ ves ' No Clear

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. ¥Your work on each

view will automatically be saved once you hit the "Continue" button.

Copyright @ 2014 The University of British Columbia

Continue ==

Save | Exit | Hide/Show Errors | Print... | Jump To: 4% Clinical Study Review Type (Q 4.7, 4.8) -

Selecting “Yes” under section 4.7.A will close access to section 4.8.A and route you to section C (Creation of a Research

Database, Registry or Biorepository) when you click “Continue”.
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* 4. 7.A Creation of a Registry (Data or Tissue Bank)

Does this study involve the creation of a registry (data or tissue bank) for future use in other research? [if no, skip to 4.8]

Dives @ No Clear

4.7.B

Is the purpose of this application exclusively to ebtain approval for the creation of a research database, registry or tissue bank? [Note if the creation of the database or registry or tissue repository is part of @
bigger project also included in this application, you must answer "no™ below.]

@ ves ' No Clear

|Guidanee Netes ((|

Clinical Chart Review

4.8.A.

Is this an application for research requiring access to cfinical charts OR data from registries or databases such as PopData BC or Pharmanet?

Dyes DNo Clear

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. ¥Your work on each

view will automatically be saved once you hit the "Continue" button.

Copyright @ 2014 The University of British Columbia

Save | Exit | Hide/Show Errors | Print... | Jump To: 4% Clinical Study Review Type (Q 4.7, 4.8) -

Selecting “No” under section 4.7.A will open section 4.8.A.




Clinical Chart Review [ Guidance Notes €

4.8.A.
Is this an application for research requiring access to clinical charts OR data from registries or databases such as PopData BC or Pharmanet?

JYes @ No Clear

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. Your work on each

view will automatically be saved once you hit the "Continua" button.

Copyright @ 2014 The University of British Columbia

<< Bacl ave | Exi ide/Show Errors | Print... ump To: inical Study Review Type 7, 4. - ontinue ==
Back Save | Exit | Hide/Show E | Print... | 3 To: 4* Clinical Study R Type (Q 4.7, 4.8) Conti

Selecting “No” under section 4.8.A and clicking on “Continue” will route you to section 5 (Summary of Study and Recruitment)




Clinical Chart Review [ Guidance Notes €|

4.8.A.

Is this an application for research requiring access to clinical charts OR data from registries or databases such as PopData BC or Pharmanet?
@ ves (No Clear

4.8.B.

Insert the date range of the charts/data to be included in this research. (e.g. 7 September 2005 - 6 September 2011)

4.8.C.

Is this study exclusively a retrospective chart review where the only source of data will be medical charts/records that are currently in existence? (i.e., will pre-date the date of your initial ethics
approval?)

Dves ©MNo Clear

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. Your work on ®ach
view will automatically be saved once you hit the "Continue" button.

Copyright @ 2014 The University of British Columbia

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To: 4* Clinical Study Review Type (Q 4.7, 4.8) ~

Selecting “Yes” under section 4.8.A will open up Sections 4.8.B and 4.8.C




4.8.C.

Is this study exclusively a retrospective chart review where the only source of data will be medical charts/records that are currently in existence? (i.e., will pre-date the date of your initial ethics
approval?)

CiYes @ No Clear

To save infarmation on each view as you are working, especially if you are working on the view for a long period of time, select the "Save”™ button located at the top or bottom of the view in the blue bar. Your work on each
view will automatically be saved once you hit the "Continue” button.

Copyright @ 2014 The University of British Columbia

<< Back | Save | Exit | Hide/Show Errors | Print... | Jump To: 4* Clinical Study Review Type (Q 4.7, 4.8) =

Selecting “No” under section 4.8.C and clicking “Continue” will route you to section 5 (Summary of Study and

Recruitment)




4.8.C.

Is this study exclusively a retrospective chart review where the only source of data will be medical charts/records that are currently in existence? (i.e., will pre-date the date of your initial ethics
approval?)

@ves TiNo Clear

4.8.D.
\Are you collecting and retaining persenally identifiable information to be a part of the data set?

Dives CiNo Clear

4.8.E.
Is this a retrospective chart review study for which participant consent will be obtained?

Jves C'No Clear

To save information on =ach view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. Your work on each
view will automatically be saved once you hit the "Continue" button.

Copyright @ 2014 The University of British Columbia

Sawve | Exit | Hide/Show Errors | Print... | Jump To: 4% Clinical Study Review Type (Q 4.7, 4.8) =

Selecting “Yes” under section 4.8.C will open up sections 4.8.D and 4.8.E.

*Selecting “Yes” under section 4.8.E will route you to section 5 (Summary of Study and Recruitment)

*Selecting “No” under section 4.8.E will route you to section A (Retrospective Clinical Chart Reviews)




* E.1. Which of the folfowing REBs are also required to review and approve this study? | Guidance Notes € |

Please check all that apply.

Check the institution below
Simon Fraser University
University of Alberta *Selecting “Yes” under section 4.6 will route you to
University of Northern British Columbia and/or Northern Health Authaonty™
University of Saskatchewan

University of Victoria Studies).
Island Health Authority

Fraser Health Authority

Interior Health Authority

section E (Harmonized Review of Multi-Jurisdictional

OO EE| @ @ E

*If the study involves Northern Health Authority, please sefect UNBC as Northern Health Authority does not have a TCPS2 compliant board.

* E.2. Have any of the following REBs aiready reviewed and approved this study? | Guidance Notes €€ |
Cves 'No Clear

Please check all that apply.

Check the institution below

Simon Fraser University

University of Alberta

University of Northern British Columbia and/or Northern Health Authority™
Univers'rty of Saskatchewan

University of Victoria

Island Health Authority

|| Fraser Health Authority

[] Interior Health Autharity

O|O|d

O

g

*If the study involves Northern Health Authority, please select UNBC as Northern Health Authority does not have a TCPS2 compliant board.

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. Your work on sach
view will automatically be saved once you hit the "Continue” button.

Copyright @ 2012 The University of British Columbia

Save | Exit | Hide/Show Errors | Print... | Jump To: E: Harmonized Review of Multi-Jurisdictional Studies - Clinical Continue ==



|
* E.2. Have any of the following REBs already reviewed and approved this study?

Guidance Netes €€
© ves No Clear

Please check all that apply.

Check the institution below

Simon Fraser University

University of Alberta

University of Northern British Columbia and/or Morthern Health Authority™®
University of Saskatchewan

University of Victoria

Island Health Authority

Fraser Health Authority

I o

Interior Health Authority

*If the study involves Northern Health Authority, please select UNBC as Northern Health Authority does not have a TCPS2 compliant board.

To save information on each view as you are working, especially if you are working on the view for a leng period of time, select the "Save" button located at the top or bottom of the wiew in the blue bar. ¥our work en each view will automatically be
sawved once you hit the "Continue" button.

Copyright @ 2012 The University of British Columbia

Save | Exit | Hide/Show Errors | Print... | Jump To: E: Harmonized Review of Multi-Jurisdictional Studies - Clinical =

Selecting “No” under section E.2 and clicking on “Continue” will route you to section 4* (Clinical Study Review Type)




* E.2. Hawve any of the following REBs already reviewed and approved this study? Guidance Notes ({
@ ves © Mo Clear

Please check all that apply.

Check the institution below

Simon Fraser University

University of alberta

University of Northern British Columbia and/or Morthern Health Authority™
University of Saskatchewan

University of Wictoria

Island Health Authority

Fraser Health Authority

Interior Health Authority

*If the study involves Northern Health Authority, please select UNBC as Northern Health Authority does not have & TCPS2 compliant board.

* E.3. Local Recruitment Guidance Notes €

Provide a detailed description of the method of recruitment for the local (UBC) sites. For example, describe who will contact prospective participants and by what means this will be done. Ensure that any letters of
initial contact and other recruitment materials are amended to meet local requirements and attached to this submission on Page 9.

dfae

* E.4. Local Consent Process Guidanece Notes €€

Specify who will explain the consent form and consent participants for the local (UBC) sites. Include details of where the consent will be obtained and under what circumstances.
dfas

* E.S5. Disposition of Local (UBC) Study Data Guidance Motes ({

E.5.A.

Describe what will happen to the data at the end of the study (including how lfong the study data will be retained, when and how the data will be destroyed), and what plans there are for future use of the data,
5

o cdion, e e S S S

JROOEY T S

Selecting “Yes” under section E.2 will open up sections E.3, E.4, E.5.A and E.5.B and when you click on “Continue, you

will be routed to section 9 (Documentation)
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C. Creation of a Research Database, Registry or Biorepository - HUMAN ETHICS APPLICATION

Flease note that all required fields are marked with a red asterisk and need to be filled out before being able to proceed onto the next page. Flease make sure to save your work before continuing onto the next page
in an effort to make sure your work is not lost. You can do so by clicking on the "Save" link at the top or the bottom of this page.

* C.1. What is the scope and purpose of the database, registry or biorepository? . . . Guidance MNotes ((|
fsgrs__ Selecting “Yes” under section 4.7.A will route

you to section C (Creation of a Research

Database, Registry or Biorepository) when you

click “Continue”.
* C.2. What are the anticipated public and scientific benefits of the database, registry or biorepository? Guidance Motes ((|
fzgr
C.3. Over what period of time will data be collected? Guidanece Notes ((|
sfgrs
C.4.A. Sources Guidance Notes ((|




Please note that all required fields are marked with a red asterisk and need to be filled out before being able to proceed onto the next page. Please make sure to save your work before continuing onto the next page
in an effort to make sure your worlk is not lost. You can do so by clicking on the "Save" link at the top or the bottom of this page.

* A.1 Summarize the research proposal | Guidance Notes (("

*Selecting “No” under section 4.8.E will route you to section A

(Retrospective Clinical Chart Reviews)

* A.2 Describe how permission to access the medical records and to collect and use these records will be obtained. | Guidance Notes ((“

A.3 Briefly describe the type of data that you intend to collsct (e.q., disease, diagnosis, outcoms, demographic, aggregate, personal-level), Please attach a data collection/ dats extraction form to Question 9.84 of
the application for review. | Guidance Notes ((|

A.4 Number of Records/Patient Charts | Guidance Notes (("
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5. SUMMARY OF STUDY AND RECRUITMENT - HuUMAN ETHICS APPLICATION

Please note that all required fields are marked with a red asterisk and need to be filled out before being able to proceed onto the next page. Please make sure to save your work before
continuing onto the next page in an effort to make sure your work is not lost. You can do so by clicking on the "Save” link at the top or the bottom of this page.

* 5.1. Study Summary For 5.1.B: Summarize the research proposal using the following
headings: 1) Purpose 2) Hypothesis 3) Justification 4) Objectives

5.1.A 5) Research Method &) Statistical Analysis

Provide a short summary of the project written in lay language sy View 5 collects details about the StUdy' In the description of purpose, include the following:

and do not cut and paste directly from the study protocol. - Name of the investigational drua(s) used in this study
- Mame of any marketed drua(s) used outside of its approved
indication

- Mame and description of any positron-emitting
radiopharmaceuticals to be used

- Mame and description of any new investigational device(s) to be
used

* 5.1.B - Mame and description of any marketed device to be used in an
o experimental mode

Summarize the research proposal:

In the description of justification include the following:

- & description of the standard treatment

- A description of alternative treatments (other than standard
treatments)

- Justification of the use of placebo, if applicable

In the description of statistical analysis include the following:
- & summary of the primary and secondary end-points

- Statistical analysis planned

- Planned sample size

Click here for further information on the research proposal
summary.

A copy of the research protocol/proposal must be attached to box
9.1 of the application

5.2. Inclusion Criteria Please enter the inclusion criteria as an itemized list.
Inclusion Criteria. Describe the participants being selected for this study, and list the criteria for their inclusion. For research Click here for information on inclusion criteria for participants.
involving human pluripotent stem cells, provide a detailed description of the stem cells being used in the research. Click here for criteria for expedited review of pluripotent stem

cell research.

5.3. Exclusion Criteria Provide all exclusion criteria as described in the protocol/proposal.
Otherwise, indicate how these criteria differ from those in the
Exclusion Criteria. Describe which potential participants will be excluded from participation, and list the criteria for their exclusion. protocol/proposal.

As the TCPS? cautinons anainst research that exclhides narticular
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Human Ethics Application for Clinical Study -

6. PARTICIPANT INFORMATION AND CONSENT PROCESS - HUMAN ETHICS APPLICATION

* B.1. Time to Participate Include how many minutes/hours over how many weeks/months
the participant will be asked to dedicate to the project.

How much time will a participant be asked to dedicate to the projq View: 6 coHeets information about stu dy

J Ensure that you also include this information in the consent form.

partici pation_ The amount of time stated in the application must be consistent
with ALL other study documents, e.g., recruitment letters or
posters, protocol, and consent forms.

6.2. Time to Participate — Normal/Control Participants Include how many minutes/hours over how many weeks/months
the participant will be asked to dedicate to the project.
If applicable, how much time will 8 normal/controf volunteer be asked to dedicate to the project?

This must be consistent with the information noted in the consent
document.

Please refer to Box 5.5 for a definition of a control group. If the
proposal does not involve a control group, enter "N/A™.

6.3. Risks/Harms Include any information about discomfort or incapacity that the
participants are likely to endure as a result of the experimental
Describe what is known about the risks (harms) of the proposed research. procedure, along with the details of any known side effects which

may result from the experimental treatment. Quantify risks using
percentages where possible.

Click here for information on risks (harms).

6.4. Benefits Specify the benefits to the participant. If there are no benefits,
state this explicitly. If any specific therapeutic benefits cannot be

Describe any patential benefits to the participant that could arise from his or her participation in the proposed research. assured, but may be hoped for by the participant, state explicitly
that the participant may or may not benefit from participation in the
study.

6.5. Reimbursement As per the TCPS2 (Article 3.1), incentives offered to participants

should not be so larage or attractive as to encourage reckless
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Human Ethics Application For Clinical Study -

7. NUMBER OF PARTICIPANTS AND REGULATORY APPROVALS/REGISTRATION FOR CLINICAL STUDY - HUMAN ETHICS
APPLICATION

7.1. Multi-Centre Studies These guestions will assist the REB to consider coordination of their

. . . review with the other research sites.
7.1.A. View 7 collects information about

. ! ! . r | r roval nd the number of Please note that this is not the same as guestion 4.6 which is
Is this 8 multi-centre study (involves centres cutside of those ap egu ato y-approvails a d the number o specifically directed to studies invalving other Institutions with

(Oyes (ONo Clear partici pants. which UBC has a collaborative review or reciprocity agreement.

If known, please list the other sites below:

7.1.B.

Is this study being submitted for ethical approval to any other BC or Canadian Research Ethics Board?
) Yes
) No
) Unknown
Clear

If ves, please provide the name of the REB{s) and if available, contact information:

7.2. Number of Participants Controls are people acting in a control capacity including normal
participants.
7.2.A.

How many participants (including controls) wilf be enrolfed in the entire study? (i.e. the entire study, world-wide)

7.2.B.

How many participants (including controls) wilf be enrolled at institutions covered by this Research Ethics Approval? (i.e. only at the
institutions covered by this approval)

Of these, how many are controls?
]
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8. SECURITY OF DATA, CONFIDENTIALITY OF PERSONAL INFORMATION, and DATA MONITORING FOR CLINICAL STUDY -
HUMAN ETHICS APPLICATION

Clicl- hare for information on unblinding in the event of an

8.1. Unblinding in an Emergency
rgency.
Describe the provisions made to break the code of a double-blind study i . i P .
View 8 collects data security, monitoring
and confidentiality details.
8.2. Data Monitoring Procedures For clinical trials, the researcher is responsible for providing the REB
with an acceptable plan for monitoring the safety of participants,
Describe data monitoring procedures while research is ongoing. Include details of planned interim analyses, Data and Safety including a plan for the tabulation, analysis and reporting of safety
Manitoring Board, or other monitoring systems. data, and the sharing of other new information in a form that
permits REBs to interpret and respond appropriately (TCPS2Z, 11.7).

* 8.3. Study Stoppage

Describe the circumstances under which the study could be stopped early. Should this occur, describe what provisions would be put
in place to ensure that the participants are fully informed of the reasons for stopping the study.

* 8.4. Personal Identifiers Unique Study Code: UBC REBs require the use of a unique study
code not derived from or related to the information about the
individual, i.e., name, SIN, PHN, hospital number, DOB, address, or

8.4.A.
unique characteristic.

Describe how the identity of the participants will be protected both during and after the research study, incfuding how the

participants will be identified on data colfection forms. Click here for information on the protection of participant identity.
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View 9 collects documentation
for the study.

9. DOCUMENTATION - HUMAN ETHICS APPLICATION

Please attach the documentation for the study. The Research Ethics Office cannot change document names or dates.

INSTRUCTIONS

View the guidelines to the right of each section to see where the document should be attached. Documents will appear on the certificate of approval with the information that you enter when you
attach the document. Please check that version dates, document names etc. are accurate and match those on the attached documents. Submit final versions only (i.e. not "drafts") except that
blanks can be included for names and addresses in documents to be sent to specific individuals or organizations. Revisions required by the Board should be highlighted.

New Applications: Attach the documents to the applicable section (refer to guidelines on right)
Response to Proviso, Deferral, Changes Required by REBA, or Amendments:

If you are submitting a revised version of a document that is already attached, delete only the document that you are replacing and attach the revised version of the same document (Do NOT
delete any of the other documents). You may add a new document but yvou must indicate in yvour response or PAA coversheet that you have added a new document for review.

Attach documents into the body of
your application by clicking “Add”.

Examples of types of protocol] tion and attach the documents.

Clinical Applications

Clinical trial protocol
Clinical research proposal
Amendments to full protocols

Dotdment Name Version Date Document History or Summary of Changes to Amendments

There are no items to display

NOTE: If this application is part of the streamlined review
9.1.B process outlined in question 4.6, UBC specific documents must
B be appended in Sections 9.1 — 9.7, as applicable.

Health Canada requlatory approval (receipt will be acknowledged)
Add

Document Name Version Date Document
There are no items to display

9.1.C.

FDA IND or IDE letters (receipt will be acknowledged)
Add

Document Name Version Date Document
There are no items to display

9.2. Consent Forms Attach all consent forms for the research, including the following:

Examples of types of consent forms are fisted on the right. Click "Add” to enter the required information and attach the forms.

& Participant consent form
Add

« MNormal/Control participant consent form

a Ticona hland hanlina roncant farm
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i W ™y
@ Add H-Documents Submitted for this Study - Windows Internet Explorer o Elﬂlﬂ

& hitp://test.rise.ubc.cafsandbox/CommonAdministration/Choosers/Entity/CustomDataType/DataEntry/Form?postback=1&form=0&qualifiedit B

Add H-Documents Submitted for this Study II

* Document name as you would like it to show on the approval certificate:
Name your document.
Version number, if applicable. This version number will show on the approval certificate

Include the document version number. mtvou
=

9. DOCUMENTATION - HuMAN ETHICS A|=I|

Please attach the documentation for the study. The Resea

INSTRUCTIONS

View the guidelines to the right of each section to see whe
attach the document. Please check that version dates, dodl
blanks can be included for names and addresses in documd)

* Version date of document. Attached documents must have this version date and page numbering (in the format of
"page % of ¥") in the footer.

Documents such as copyright material that do not have a version date and you cannot add one to the document should
be entered as follows:

1) If no date: Use the date you add the attachment.

2) If there is Mo/¥r only: Enter as the 1st day of that month.

New Applications: Attach the documents to the applicablel|

Response to Proviso, Deferral, Changes Required by RE
If you are submitting a revised version of a document that

delete any of the other documents). You may add a new d |3) If there is 3 Year only: Enter |a;ﬂganuar'f 1 of that year. I.
9.1.A. Protocol I Please click the "Browse" button to attach th Select aversion date. f the document and your I
connection speed this may take afew minute
Examples of types of protocols are listed on the right. Click "
Add
D - verd Please Note: If you are attaching a revised\document, please ensure that you have updated the logo, official
DE_IETL L EIIE = letterhead, version number and version date.
9.1.B. Browse your computer for the
Health Canada regulatory approval (receipt will be acknowl document you want to attach.
Add
Document Name verslll * Required [oK][ oK and Add Another || Cancel

There are no items to display

9.1.C.
FDA IND ar IDE letters (receipt will be acknowledged)
Add

Document Name Ver
There are no items to display

0.2, Consent Forms

Attach all consent forms for the research, including the following:

Examples of types of consent forms are listed on the right. Click "Add” to enter the required information and attach the forms. Participant consent form

L ]
Add e MNormal/Control participant consent form
. » Tissue blood banking consent form
Document Name Version Date Document s Substitute decision maker consent form



The University of British Columbia
a place of mind

Edit: Human Ethics - H13-00097

Save | Exit | Hide/Show Errors | Print... | Jump To:

9. Documentation - Human Ethics Application for Clinical Study -

Continue ==

9. DOCUMENTATION - HUMAN ETHICS ADI[

Please attach the documentation for the study. The Resea
INSTRUCTIONS

View the guidelines to the right of each section to see whe
attach the document. Please check that version dates, dod
blanks can be included for names and addresses in docum

MNew Applications: Attach the documents to the applicablel

Response to Proviso, Deferral, Changes Required by RE
If you are submitting a revised version of a document that
delete any of the other documents). You may add a new d

9.1.A. Protocol
Examples of types of protocols are listed on the right. Click "

Document Name Versi

9.1.B.
Health Canada regulatory approval (receipt will be acknowl
Add

Document Name
There are no items to display

Ver

9.1.C.
FDA IND or IDE letters (receipt wilf be acknowledged)
Add

Document Name
There are no items to display

Ver

9.2. Consent Forms

Examples of types of consent forms are fisted on the right. Click "Add” to enter the required information and attach the forms.

A

' = R
= Add H-Documents Submitted for this Study - Windows Internet Explorer s E@g

rise.ubc.ca/sandbox/CommenAdministration/Choosers/Entity/CustomDataType/DataEntry/Form?postback=18form=08 qualifiedAt &

Add H-Documents Submitted for this Study II

* Document name as you would like it to show on the approval certificate:
|RISe Tutorial Protocol
Version number, if applicable. This version number will show on the approval certificate.
[1 you
£

* Version date of document. Attached documents must have this version date and page numbering (in the format of
"page % of v") in the footer.
Documents such as copyright material that do not have a version date and you cannot add one to the document should
be entered as follows:
1) If no date: Use the date you add the attachment.
2) If there is Mo/Yr only: Enter as the 1st day of that month. II'
3) If there is a Year only: Enter as January 1 of that year.
[october 8, 2013

E October, 2013 L
* Please dlick the "Browse” butt| o | . Today » | » |pding on the size of the document and your
connection speed this may take Sun Mon Tue Wed Thu Fri Sat

1 2 3 4 <

Please Note: If vou are attachin| & 7] 8 @ 10 11 12 jre that vou have updated the logo, official
letterhead, version number and | 13 14 15 156 17 18 19

20 21 22 23 24 25 26

27 28 29 30 31 <t

Select date |

* Required

I ! OK and Add Another || Cancel

Click “Ok” to add your selection.

Attach all consent forms for the research, including the following:

+ Participant consent form

a Marmslirantral narbicvinant cfoncant form
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9. DOCUMENTATION - HUMAN ETHICS APPLICATION

Please attach the documentation for the study. The Research Ethics Office cannot change document names or dates.

INSTRUCTIONS

View the guidelines to the right of each section to see where the document should be attached. Documents will appear on the certificate of approval with the information that you enter when you
attach the document. Please check that version dates, document names etc. are accurate and match those on the attached documents. Submit final versions only (i.e. not "drafts™) except that
blanks can be included for names and addresses in documents to be sent to specific individuals or organizations. Revisions required by the Board should be highlighted.

New Applications: Attach the documents to the applicable section (refer to guidelines on right)

Response to Proviso, Deferral, Changes Required by REBA, or Amendments:

If you are submitting a revised version of a document that is already attached, delete only the document that you are replacing and attach the revised version of the same document (Do NOT
delete any of the other documents). You may add a new document but you must indicate in your response or PAA coversheet that you have added a new document for review.

9.1.A. Protocol Clinical Applications

Examples of types of protocols are listed on the right. Click "Add” to enter the required information and attach the documents.

» Clinical trial protocol
Add + Clinical research proposal
- » Amendments to full protocols
Document Name Version Date Document « History or Summary of Changes to Amendments
RISe Tutaorial Protocol 1 October 8, 2013 View]
NOTE: If this application is part of the streamlined review
process outlined in question 4.6, UBC specific documents must
9.1.B. be appended in Sections 9.1 — 9.7, as applicable.
Health Canada reguiatory approval (receipt will be acknowledged)
Add
Document Name Version Date Document
There are no items to display
9.1.C.
FDA IND or IDE fetters (receipt wilf be acknowledged)
Add
Document Name Version Date Document

There are no items to display

9.2. Consent Forms Attach all consent forms for the research, including the following:

Evamnlac af hirnoc af rnncant fnrme ara lickad nn tha richté Clicls "Add™ Fn antar tha ramcirad infaematinn and atrach tha farme
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10. FEE FOR SERVICE FOR CLINICAL STUDY - HUMAN ETHICS APPLICATION

Industry For-Profit Sponsors

Send the £3000.00 fee to the Clinical Research Ethics Board (CREB) OR enter details below stating that the fee will be sent and by
when, It is the investigator's responsibility to communicate this requirement to the sponsor and collect the payment prior to CREB
submission if possible.

* Please indicate which of the following methods of payment will be used for this application.
Method of Payment

A Journal Voucher crediting: a. Speedchart (EDIM) b. Account: 477500 c. Fund: FODOO d. Dept. ID: 354000 e. Project

rant: 35F40100 *Make sure to debit your Project Grant using Account 651204, When the cheque is received from the
nder, please process as a cost recovery by using the same Project Grant and Account on the Cash Receipt form. * Make
Bure the Journal Voucher is siagned by an authorized signatory.

-, A cheque made payable to "University of British Columbia”™, sent to: UBC Clinical Research Ethics Office Room 210,
Research Pavilion 828 West 10th Avenue Vancouver, BC V57 118

/& (Mot funded by an Industry For-Profit Sponsors)
Clear

OR
Enter information stati- S€lect one.of the methods of payment

Please click here for information on requirements for fee refund.

To save information on each view as you are working, especially if you are working on the view for a long period of time, select the "Save" button located at the top or bottom of the view in the blue bar. Your work on each

wiew will automatically be saved once you hit the "Continue" button.

Copyright @ 2012 The University of British Columbia

Save | Bwit | Hide/Show Errors | Print... | Jump To: 10. Fee for Service - Human Ethics Application for Clinical Study -
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12. SAVE APPLICATION - HUMAN ETHICS APPLICATION

You have reached the end of the Human Ethics Application.
OPTIONS
1) submit application (PI only) -click the "Continue™ button and "Submit application” on the next page. NOTE: the "Submit application” button is only visible to the PL

2) work on this application later - click the "Continue” button. Your application will be in "Pre Submission™ and saved in your inbox,

Copyright © 2012 The University of British Columbia

Save | Exit | Hide/Show Errors | Print... | Jump To: 12, Save Application - Human Ethics Application =

Hit “Continue” to save and close the
application — You will automatically be
taken to the Study Homepage.
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To track the status of your
SR - - application through the approval
P Pre-Submissi REB Revi Ap d . .
| presubmission | S . o . e ™ process, refer to application
BN state diagram
ﬁ‘. .Ed|t Application e e
e —

(H15-00041) Clinical Study - Dec. 2015
Principal Investigator (PI):

Prim

e Contact:

Brinz Apple

Tvpe
Minir: ol

mas| Copy Applicatio

Activities that you may perform.

A system-generated Study ID Number
and study nickname

Viewing/Printing

Application - Review/Print

This containg
the date and

Filter by

CM Conflicts:

As the state of your application is “Pre Submission”,
your application is still open for any edits you may

want to make —click on'the “Edit Application” button
to go.back into the application. e

T ALCIIVITY hd

Research Ethics Board
L b Version: 0.0
Meeting Type: Meeting Date:
Type of Funding: Grant uUs Affiliated Study: Mo

TEdT

[=15]

AOVaTCET

Mo data to display.

The title bar shows each activity that was completed, who completed it, and
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Current State

‘ Pre Submission |

i i Edit Application

mas| PI and Staff Comments

mas| Permanently Inactivate

pigs| Copy Application

Viewing/Printing
Application - Review/Print

Return to My Home

Pre-Submission Dept. Review

[No Title]
Changes [ Provisos
Required

Changes Required

(H15-00041) Clinical Study - Dec. 2015

rincipal Investigator (PI): Prinz Apple Approval Department:
&\lmr_“_‘:ﬂ_ut e 2=—artment Approver:
Type of studyt Click to submit your new application for review - lew Board: Children's and Women's Research Ethics Board
Minimal Risk: L[] VEersion: 0.0
Meeting Type: Meeting Date:
Type of Funding: Grant us affiliated Study: Mo

CM Conflicts:

Correspondence Provisos Application Changes

This contains all the correspondence and activities completed on the application before the initial approval. The title bar shows each activity that was completed, who completed it, and
the date and time it was completed.

Filter by ¢ Activity - Clear | Advanced

No data to display.



UBC

N/

Commitices [T wepors

====| The University of British Columbia
S a place of mind

Help
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Current State

| Pre Submission ‘

Ei Edit Application
Activities
)
mas| PL and Staff Comments

ras| Permanently Inactivate

pgs| Copy Application

Viewing/Printing
Application - Review/Print

Return to My Home

Pre-Submission

(H15-00041) Clin|

Principal Investigator

Primary Contact:
Type of Study:
Minimal Risk:
Meeting Type:
Type of Funding:

CM Conflicts:

B
This contains all the corre
the date and time it was

; B
Filter by ¢ Activity

SUBMIT APPLICATION

Departmental Approval

Important Note: New applications will be routed for Department Head approval before it will be routed to the REB. Please ensure you allow
enough time for the Department Head review/approval in order to meet the REE deadline.

Listed below are the signing authonties that can approve this application, based on your appointment(s). Please select from the list which
signing authority you would like yvour application sent to for approval.

Where to send yvour application for approval: If you have a UBC and a hospital appointment, the application must be sent to the UBC
department for approval unless you are submitting to the BCCA REB and have both a UBC and a BCCA appointment as those
applications should be sent to your BCCA department approver,

If an appointment is not showing, please update yvour profile bycli

Select the appropriate department for the
* UBC/Medicing, Faculty of/Medicine, Department of review and approval of your application.

Comments to Department Reviewer or REB:

Please enter any additional comments for the Department Reviewer or REB. Note: When making comments please address sither the
"Department Reviewer:" or "REB:", these commenis will become part of the permanent record and will be available in the correspondence of
this study upon submission,

Declaration:

I agree to abide by the Tri-Council Policy for Ethical Conduct for Research Invelving Human Subjects.

If I am submitting a Chinical Study, I also agree to the conditions in Guidance Mote 7.2 (click here to read the declaration].

If you have finished filling out your application, click "OK" at the bottom of this screen to submit the application. Agreeing to the declaration
above by clicking "OK" to submit is equivalent to your signature. After you click "OK" you will no longer be able to edit the application. You
will receive an email when this application is approved, deferred or changes are required.

Once you submit this application, the department selected above will be notified.

If you are not ready to submit your spplication, click "Cancel”.

Click “Ok” to send your

application. \

o) (eanee)

m
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Pre-Submission Dept. Review

Activities
FIRS Pl and Staff C

pr-| Permanently Inactivate

mas| Copy Application

Viewing/Printing
Application - Full
Application - Review/Print

Return to My Home

J IR / Changes / Provisos Y

Notice the state of your application is now “Department Review” and your

(H15- application is awaiting approval from the head of your department.

Princip tment of

Primary Contact: Department Approver:

Type of Study: Clinical Review Board: Children's and Women's Research Ethics Board
Minimal Risk: No Version: 0.1

Meeting Type: Meeting Date:

Type of Funding: Grant US Affiliated Study: No

CM Conflicts:

This contains all the correspondence and

All your activities and comments can be
viewed under.the Correspondence tab.

shows each activity that was completed, who completed it, and

the date and time it was completed.

Filter by & Activity v
Activity
B Submitted Application

Clear | Advanced

Author

Apple, Prinz

=) Activity Date
17/12/2015 14:59
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Current State

Pre-Submission

I REBA Screening | REB Review

Changes / Provisos
Required

Once the REB has received the application, it will be in the “REBA Screening"

Activities

pias| PI and Staff Comments

| P |Permanentlv Inadti

(prss) Copy Application | state. At this point, the application will be screened by the REB Admin (REBA) prior :':"t"'d°f
to forwarding for REB review. — _
S o lAgency Research Ethics Board
Viewing/Printing Minimal Risk: Yes Version: 0.1
Application - Full Meeting Type: Meeting Date:
Application - Review/Print Type of Funding: Grant-in-aid, Grant, For-Profit Sponsor (Industry  US Affiliated Study: No

or Pharmaceutical), Internal Funds

Return to My Home

CM Conflicts:

Provisos  Application Changes

This contains all the correspondence and activities completed on the application before the initial approval. The title bar shows each activity that was completed,
who completed it, and the date and time it was completed.

Filter by & Activity v Clear | Advanced

Activity Author =) Activity Date
Dept Approved by Department Head, Department 29/07/2014 14:31

Ef asdf

ol ] Submitted Application Apple, Prinz 21/05/2014 14:45




