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QuickGuide: Creating an Amendment or
Transfer Amendment Sub-Form

This QuickGuide outlines steps for creating an Amendment (or Transfer Amendment) sub-form within
MacREM.

Amendment or For Information Only subform?

There is an explanation on the top of the form (Screening section) about what kinds of changes can be
submitted on the For Information Only form as opposed to an Amendment form.

If you are ONLY making administrative or other minor changes that do not substantively alter the
currently approved protocol and documents, then you may be able to submit a For Information
Only/Transfer For Information Only subform to document the change, instead of
an Amendment/Transfer Amendment. The For Information Only form is only reviewed by the
Ethics Secretariat staff to confirm the change does not require an Amendment form and ethics
review. If you are unsure which form to use, please contact ethicsoffice@mcmaster.ca.
Some examples of changes that may only require a For Information Only form include:

¢ Change to study title
Change to investigator information
Update of funding status
Reporting clearance from other REBs
Change to level of project
Updating an open-ended interview guide (in certain cases, see TCPS, Art. 10.5)
Minor or administrative changes to the Letter of Information or other study documents (e.g.
new contact information, changing wording for clarity or to address typos/grammar, removing a
survey question)

To Create an Amendment or Transfer Amendment:

1. Log into MacREM: https://macrem.mcmaster.ca

2. Click on the project in the list of Projects at the bottom of the screen that you wish to create the
amendment sub-form for.

Work Area

Project Folders

All Projects TEST Folder

Projects
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http://www.pre.ethics.gc.ca/eng/tcps2-eptc2_2018_chapter10-chapitre10.html#b

3. Make sure that the application you wish to update is highlighted in grey in the Project tree. You can
only create an Amendment after the original application has been cleared. You can only create one
amendment at a time. You cannot create a second amendment until the first one has been cleared.

Project Tree v

© Test main application May 10 2018

© MREB Application Form -

4. Click on Create Sub-form from the Actions Toolbar.
Test Project Kat 1 5502

Create Subform

© Test Project Kar 1

© MAEB Appiication Fom - Aesaarchar - Fasearchar - Taster

matien Or

Action Required Staws Review Reference Appiication Type Date Moditied

HNo SREC Clearsd 5502 MREB Applicaticn Jurv11/2021 09:58

[ Shew Inactive Sections
MREB Application Form

5. Select the Amendment or Transfer Amendment (Click 1) from the drop-down menu and click
Create (Click 2).

Create Subform X

Select the sub-form that you would like to apply to this form

Please Select... v

Please Select...
Transfer Amendment
Transfer Annual Report
Transfer For Information OnlY
Transfer Program of Research - Individual Study Form
Transfer Reportable Events

Click 1

6. Complete the application. Move through the application using the ‘next’ and ‘previous’ buttons in the
Actions sidebar. If there are documents to upload you will be prompted only if the questions you select
asked for uploads. Upload documents in PDF only.

Actions Amandment - Jun/29/2021 - Recruitment 5502
i [h = Annual Report
Project Duplicate | 0tere Form For Information Only - Jun/29/2021 - Leval of Project
plcste Dol
< |
Action Required Status Review Type Date Modified
Completeness
Share Transfer Form Check
Yes Not Submitted N/A N/A Aug/24/2021 11:32
.....
Navigation Documents Signatures Collaborators Submissions Centre History
([ Show Inactive Sections
Amendment
Section Questions
P Click here to start

Contacts and General information

Project Description / Participants / Recruitment

Researcher Assurances and Signatures Assurances and Signatures: 7.1- 7.5
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7. The Amendment/Transfer Amendment Screening Questions

Check the “Yes” or “No” box or boxes for the areas where you are making changes in the amendment.
This will open the necessary sections of the form to provide details and upload documents. You will
notice that some of the fields are prefilled as they are existing questions shared from the original
application.

Actions it S ing Q i (o)
@ @ 4 16 Is this foran [
Provious | Next Nanigate For making amendments to:
+ Instructor or co-instructor contact information
ﬁ & / + Course syllabus
+ Student projects
\ew.2a B0, Donunents,  Slonetres, = Sample recruitment, informed consent, test instruments
< 5 Yes - 10 Instructor's G
e e ® No - Amendment for Standard MREB Application

1.7 Are you making changes to any of the following General Information?
« Title
« Contact information or changes to investigators
» Funding status
« Timelines
+ Location of research
+ Other REB review or clearances
+ Level of project

Yes
@ No

1.8 Are you making changes to the study design, including Project pti i Data ion Methods, or
Incentives?

8. Sign and Submit

Once you have completed all the required questions for your application you can then check to ensure
that your project is complete by clicking the Completeness Check tile in the Actions Toolbar.
Completeness Check will outline specific sections to be completed. If the application is complete,
you can then do one of the following:

a) If you are the PI, and have a MacID, you can sign the application by clicking the blue Sign button
on the last page of the application. You will be prompted to enter your MaclD and Password and
click Sign. If this is a Student project, both the Faculty Supervisor and Student Pl must sign the
form. Often the Student PI will Sign and then Request the Supervisor’s signature as in b) below.

b) If you are not the Pl you can request the signature of the PI by clicking the Request Signature
button on the last page of the application. You will be prompted to enter the PI’'s McMaster Email
Address (associated with the MacREM account) and click Sign. The Pl must have a MaclID. You
will have room to leave a comment if necessary.

c) If you are the McMaster co-investigator (faculty or staff), and the Pl has delegated signing authority
to you, then you can sign the application by clicking the blue Sign button on the last page of the
application.

d) If you are an external student investigator and this is your project, you will have to request the
signature of your Supervisor. External supervisors will need to obtain a MaclID in order to sign the
form. Please contact the Research Ethics Office at ethicsoffice@mcmaster.ca or ext. 23142.

*NOTE: Once all signatures have been obtained, the form will be automatically submitted.

Actions Principal Investigator Assurance @ Questi o nst)
Con gl e T. 905-525-9140 ext. 23142
e —— Principal Investigator Assurances . - - ext.

| understand that the following all constitute viclations of the McMaster University's Research Integrity Policy: . .

& & 7 « fllre 10 obtan research etics clearance; E. ethicsoffice@mcmaster.ca
- camying out research in a manner that was not cleared by one of the university's REBS (see TGRS, Arl. 6.11);

5 POF | Documents | Signatures « failure to submit an Amendment to obtain ethics clearance prior to implementing substantive changes to a cleared study (see
TCPS, A 6168
lﬂ < P « failure to submit an Annual Report in advance of the yearly anniversary of the original ethics clearance date; (see TGPS, Art. 6.14).
- ) 2 Additionally, researchers are required to report Adverse Events (i.e., an urintended negative consequence or result affecting

participants) to the MREB secretariat and the MREB Chair as socn as possible, and no more than 3 days after the event accurs (see
TCPS, Aut. 6.15). A privacy breach affecting participant information sheuld also be reported to the MREB secretariat and the MREB
Chair as soon as possible. The Reportable Events form is used to document adverse events, privacy breaches, protocol deviations and
participant complaints.

I confirm that | have read the hcMaster University Research Integrity Policy, and | agree to comply with this and other university
policies, guidelines and the Tri-Counci Policy Statement (TCPS) and the guidelines of my profession or discipline regarding the ethical
conduct of research involving humans.

7.2 Signature of Principal Investigatg

i

Sign or Request Signature
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