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• June session 
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The Other Compliance – Part 1 
Research Involving Human Participants: 

An Introduction To The 
McGill Ethics Review Process

Lynda McNeil 
Manager, Research Ethics

Office of the Vice-Principal (Research & International Relations)



OVERVIEW

• Regulatory Framework

• Organizational Structure

• Scope of Review Requirements

• Ethics Review Process

• Resources



REGULATORY FRAMEWORK
• Memorandum of Understanding on the Roles and Responsibilities in the 

Management of Federal Grants and Awards- institutions are bound to uphold 
the TCPS

• Tri-Council Policy Statement: Ethical Conduct For Research Involving 
Humans (TCPS)- principles and articles guiding the ethics review process 

• Relevant federal, provincial, international regulations – e.g. Quebec Civil 
Code; Quebec Act Respecting Access to Documents Held by Public Bodies and the 
Protection of Personal Information; Health Canada; US Code of Federal Regulations

• McGill Policy on the Ethical Conduct of Research Involving Human 
Participants- articulates the administrative structures, responsibilities and 
procedures for the review and conduct of research involving humans under the 
auspices of McGill

• Research Ethics Board guidelines 



ORGANIZATIONAL STRUCTURE
• Authority for ethics review as described in the University  policy is established by the 

Board of Governors

• Responsibility for oversight of the ethical conduct of research involving humans is 
entrusted to the Office of the Vice-Principal(Research and International 
Relations)(OVPRIR), ensuring that the university’s policies and procedures are being 
adhered to and are in compliance with all ethical requirements.

• The Advisory Council on Human Research Ethics (ACHRE) is the University body 
responsible for coordinating University-wide understanding of, and compliance with, 
the applicable requirements.  ACHRE reports directly to the Board of Governors and 
to the OVPRIR and must submit an annual report of its activities.

• The Research Ethics Board(REB) is the body established to review the ethical 
acceptability of research involving humans. The REBs are accountable to the Board of 
Governors and the OVPRIR for the integrity of its processes and must present annual 
reports of its activities.



ORGANIZATIONAL STRUCTURE
RESEARCH ETHICS BOARDS 

• Are independent in their decision making in determining the ethical 
acceptability of the research.  The REB membership composition  is dictated 
by the applicable regulations. Institutional senior administrators are not 
allowed to be REB members. 

• The mandate of the REB is to review the ethical acceptability of research 
with the primary objective of protecting the rights and welfare of 
participants.

• The REB can approve, reject, require modifications to or terminate any 
proposed or ongoing research involving humans. 

• There are 5 REBs at McGill.  The relevant REB to apply to primarily depends 
on departmental or faculty affiliation. Researchers located in, or who wish 
to recruit from or conduct research in, a McGill affiliated institution, must 
apply directly to the REB of that institution.



SCOPE OF REVIEW REQUIREMENTS

Research requiring ethics review must receive review and approval by a McGill 
REB  or an REB of a McGill affiliated hospital or an REB recognized by a formal 
agreement  with the University BEFORE the research begins. 

This applies to 

• All research conducted by or under the supervision of any member of McGill 
University, whether the research is funded or non-funded, or conducted on 
University premises or elsewhere. 

• New faculty even though their current research may have received ethics 
approval at a previous institution. 

• Collaborative research even if approval has been obtained at another university 
• All student research projects conducted as part of thesis or course requirements 
• Pilot studies and feasibility studies 
• All research or participant recruitment conducted by organizations or individuals 

who are not members of McGill University while on University premises or using 
University facilities, equipment, or resources (including human resources) 

• Research that involves the use of the University’s non-public information to 
identify or contact human research participants 

There is NO retroactive approval.



SCOPE OF REVIEW REQUIREMENTS

What is research involving humans that needs REB review?

• Human participant -
a) living human participant whose data, or responses to interventions, 

stimuli or questions by the researcher, are relevant to answering the 
research question

b) human biological materials, as well as human embryos, fetuses, fetal 
tissue, reproductive materials and stem cells (from living or deceased 
individuals)  

• Covers a wide range of research across  many disciplines ranging from 
clinical drug trials to anonymous surveys on eating habits. The requirement 
for REB review extends to the secondary use of data which refers to the use 
of information originally collected for a purpose other than the newly 
proposed research project. 

Researchers are responsible for ensuring their research receives the necessary 
ethics review and must always consult with the REB to clarify what types of 
research must be reviewed and what exceptions may exist. 



ETHICS REVIEW PROCESS
SUBMISSION
• Consult the website of the relevant REB for all forms and submission requirements 
• Contact the REB office for guidance. They are there to help
• Allow a minimum of at least 3-4 weeks for review, with further time needed to 

address any concerns identified by the review. Turnaround depends on many factors 
including the complexity of the project, completeness of the application

REVIEW
• The REB determines the type of review to be conducted
• Full REB review: - review done by the full REB at a convened meeting is the default, 

and is mandatory for all research greater than minimal risk 
• Delegated review: review done by one or more REB members may be done for 

research considered to be of minimal risk (research in which the probability and 
magnitude of possible harms implied by participation in the research is no greater 
than those encountered by participants in those  aspects of their everyday life that 
relate to the research) 

• Outcomes can be approved ; endorsed with conditions that must be met before final 
approval is given; a decision cannot be made based on the information provided and 
a decision is deferred pending additional information/major revisions; disapproved



ETHICS REVIEW PROCESS
HOW IS A REVIEW CONDUCTED?

The Tri-Council Policy Statement  has three guiding ethical principles for the conduct of 
research regardless of discipline or level of risk 

• Respect for Persons – respect for autonomy and the requirement to seek free, 
informed consent; protect those with developing, impaired or diminished autonomy

• Concern  for Welfare – impact on physical, mental, emotional, economic well-being
• Justice – obligation to treat people fairly; equitable distribution of burdens and 

benefits

Flowing from these principles and the specific requirements dictated by the applicable 
regulatory frameworks, the REB assesses the ethical acceptability of a project  considering 
foreseeable risks, the potential benefits, and issues such as recruitment methods,  
proposed methodology, compensation offered, vulnerability of participants, the informed 
consent process,  privacy and confidentiality, security of data and conflicts of interest.  



ETHICS REVIEW PROCESS

• Approvals are only valid for a maximum of one year. Continuing review and approval 
is required for ongoing projects. No research may be conducted without a current 
ethics approval. Project funding will be frozen if ethics approval lapses. 

• Modifications to the project such as changes in research design, recruitment or 
consent procedures or any changes that may increase the risk level, must be 
approved by the REB before they can be initiated except where necessary to reduce 
harm to a participant. 

• Unanticipated issues that increase the level of risk to participants or have other 
ethical implications that may affect participants’ welfare must be reported in a timely 
manner.

• There is NO retroactive approval. Noncompliance can have serious consequences 
such as inability to use data, non-acceptance of thesis, loss of funding, suspension of 
research.

• Note that claims for reimbursement of participant payments must respect the 
confidentiality promised to the participant. These requests should be submitted with 
a disclaimer (a memo or in the description) stipulating that the research is 
confidential and no names will be provided.  This applies to Expense Reports and 
Payment Requests and was confirmed by Julie Ghayad, Associate Director, Process 
Improvement & Finance Infrastructure, Financial Services.



RESOURCES
MCGILL APPROVED RESEARCH ETHICS BOARDS 

1) McGill Research Ethics Boards - The University currently has 5 Research Ethics Boards 
formally approved to conduct the ethics review of research involving human participants 
in accordance with this policy. A researcher’s designated REB is usually determined 
according to the unit of the researcher’s primary academic appointment. Faculties and 
departments are assigned to specific boards as follows: 

• Faculty of Agricultural and Environmental Sciences Research Ethics Board – for 
members in the Faculty of Agricultural and Environmental Sciences for research 
involving competent adults 

• Faculty of Medicine Research Ethics Board (also referred to as the Institutional Review 
Board or the IRB) – for members in the Faculties of Medicine and Dentistry 

• University Research Ethics Board I – for members in the Faculty of Law, Faculty of Arts 
except Linguistics and Social Work, Faculty of Engineering, Desautels Faculty of 
Management, School of Continuing Studies, Faculty of Religious Studies, Faculty of 
Science except Psychology, and any other unit not specifically assigned to another 
REB, for research involving competent adults 



RESOURCES

• University Research Ethics Board II – for members in Linguistics, Psychology, Schulich
School of Music, School of Social Work and the Faculty of Education, for research 
involving competent adults 

• University Research Ethics Board III - for members in all units except the Faculties of 
Medicine and Dentistry for research involving minors or adults not competent to 
consent 

2) Affiliated Hospital Research Ethics Boards –The University recognizes the Research 
Ethics Boards of the affiliated hospitals as acting on behalf of the University for conducting 
ethics reviews for McGill members conducting research in the following affiliated 
hospitals: 

• the McGill University Health Center 
• the Douglas Hospital 
• the SMBD Jewish General Hospital 
• St. Mary’s Hospital Center 



RESOURCES

3) Other 

• The University recognizes the Research Ethics Board of the Centre de recherche
interdisciplinaire en réadaptation du Montréal métropolitain (CRIR) as acting on 
behalf of the University for conducting ethics reviews for McGill members conducting 
research within an establishment of CRIR. 

• The University is party to the Entente pour la reconnaissance des certificats d’éthique
des projets de recherche à risque minimal (the ‘Entente’). When a research project 
involves only minimal risk and involves a member(s) from McGill and an 
investigator(s) from a Quebec university who is also party to the Entente, the ethics 
review will be undertaken by the REB (REB PI) for the university under whose auspices 
the Principal Investigator carries out the research. The ethics approval from the REB PI 
will be recognized by the REB of the co-investigator without further ethics approval 
needed. The co-investigator’s REB retains the option to conduct a full ethics review if 
it determines that the research involves greater than minimal risk. This does not apply 
to any research conducted under Article 21 of the Quebec Civil Code. The REB must 
be contacted for procedural details.



RESOURCES

• The McGill REBs  offer education sessions to all interested departments, groups or instructors 
upon request.

• Drop-in consultations without an appointment- every Wednesday, 2-4 p.m. James Admin Bldg. rm
429 ( for REB-I,II,III, FAES)

• Links to all McGill Research Ethics Boards; general information; guidance documents-
www.mcgill.ca/research/researchers/compliance/human/

• McGill Policy on the Ethical Conduct of Research Involving Human Participants –
http://www.mcgill.ca/secretariat/policies/research/

• Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans 
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/Default/

• Research in Nunavut http://www.nri.nu.ca/apps/authoring/dspPage.aspx?page=home

• Research in the Yukon http://www.tc.gov.yk.ca/scientists_explorers.html

• Research in the Northwest Territories http://www.nwtresearch.com/

http://www.mcgill.ca/research/researchers/compliance/human/
http://www.mcgill.ca/secretariat/policies/research/
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/Default/
http://www.nri.nu.ca/apps/authoring/dspPage.aspx?page=home
http://www.tc.gov.yk.ca/scientists_explorers.html
http://www.nwtresearch.com/


CONTACT US

Lynda McNeil
Manager, Research Ethics

Tel: (514) 398-6831
lynda.mcneil@mcgill.ca

http://www.mcgill.ca/research/researchers/compliance/human/reb-i-ii-iii

mailto:lynda.mcneil@mcgill.ca
http://www.mcgill.ca/research/researchers/compliance/human/reb-i-ii-iii


The Other Compliance – Part 2
understanding the policies and 

processes governing research 
involving animals



UNDERSTANDING THE POLICIES AND 
PROCESSES GOVERNING RESEARCH 
INVOLVING ANIMALS

Claude Lalande
Assistant Director – Animal Compliance



Our Core Mission 1

Research, educational and testing projects must be conducted 
with full commitment to the wellbeing of the animal subjects. 
In order to limit animal use to meritorious research or 
educational projects, McGill University relies on stringent peer 
review processes, along with assessment of ethical issues by 
the Animal Care Committee (ACC).
McGill University recognizes that the use of animals in 
research, teaching and testing carries significant 
responsibilities. McGill University will continue to develop and 
maintain guidelines and regulations, following the high 
standards established by the Canadian Council on Animal Care 
(CCAC).

_________________
1. from McGill’s Policy on the Study and Care of Animals

http://www.mcgill.ca/research/researchers/compliance/animal/guidelines


Domestic Animals Used in 
Canada

CHICKEN

SWINE

DOGS & CATS

CATTLE

RESEARCH

Presenter
Presentation Notes
Animals used in research account for a very small proportion of domestic animals. The food and companion animal sectors contribute to most of them.



Animals 
at McGill & 
Affiliated 
Hospitals

Presenter
Presentation Notes
McGill and Affiliated Hospitals have a slightly different distribution than those of the country: more rodents (62% Mice, 17% rats) and less laboratory NHPs (0.0009%), dogs (0.0002%) and cats (0.00003%). 



The majority of the general public supports the necessary use 
of animals in research, especially biomedical research. 
Yet, people also are justifiably concerned about the care and 
treatment of laboratory animals. 
They want assurances that animals are treated humanely, do 
not suffer, and are kept under conditions that allow them to 
be as healthy and comfortable as possible.

Responsibility to the Public

Presenter
Presentation Notes
We have the support of the majority of the community on certain conditions.



General Concept of Animal Welfare:
The 5 Freedoms

1. Freedom from hunger and thirst
2. Freedom from discomfort
3. Freedom from pain, injury and disease
4. Freedom to express normal behaviour
5. Freedom from fear and distress

Presenter
Presentation Notes
It is agreed that animals are to have the 5 freedoms.



Regulatory Environment (1)



Regulatory Environment (2)

The Tri-Council Agreement on the Administration of Agency 
Grants and Awards by Research Institutions requires that any 
institution administering Tri-Council funding and conducting 
research with animals be accredited by the CCAC.
Other funding agencies in Canada and internationally 
recognize the CCAC certification for animal research 
conducted in Canada.  
For US grants and agreements, in addition, an Animal Welfare 
Assurance from NIH is required.

McGill and its Affiliated Hospital Research Institutes are jointly 
certified by CCAC and hold a joint valid NIH Assurance.

http://science.gc.ca/default.asp?lang=En&n=56B87BE5-1


Main Requirements for CCAC 
Certification

Institutional compliance with CCAC policy statements and 
guidelines and other CCAC-recognized standards.
The keystone to the CCAC Assessment and Certification 
Program is the local animal care committee (ACC) set up by 
each participating institution according to the CCAC policy 
statement on: Terms of reference for animal care committees.
An institution's animal care and use program is 
certified every three years.

McGill and Affiliated Research Institutes hold valid CCAC 
Certification (valid Certificates of Good Animal Practice and listed 
on the CCAC web site.) 



McGill and 
Affiliated
Institutes
Animal Care 
Program
Structure

http://www.mcgill.ca/research/researchers/compliance/animal/
http://www.mcgill.ca/research/researchers/compliance/animal/


The Animal Compliance Office
The Animal Compliance Office oversees regulatory and 
compliance in research and teaching projects at McGill 
University and Affiliated Hospitals. 
It reports to the Vice-Principal of Research and International 
Relations.
The ACO does not have authority, but provides expertise and 
advice to the Animal Care Committees, Principal Investigators 
/ personnel and the VPRIR
The team includes a Director, Assistant Director, Ethics Review 
Administrator, Training Administrator, Quality Assistance 
Advisor and Secretary. For questions, email the ACO :  
Animalcare@mcgill.ca. 
We provide documentation in support of Funding agency 
audits and meet with auditors to discuss processes

mailto:Animalcare@mcgill.ca


Requirements for Animal 
Use in Science (1)

A Principal Investigator must hold a valid Animal Use Protocol 
approved by a Facility Animal Care Committee for all research 
involving live animals:  Vertebrates, Octopus, Squid

For exceptions, do not improvise in advising.  Have  the PI consult 
the Animal Compliance Office:  Animalcare@mcgill.ca

The Principal Investigator’s research must have been peer reviewed for 
scientific merit. 

Peer reviewed grant awarded from a recognized funding source (e.g. 
Funding Agencies, Foundations, Private companies running a 
competitive peer reviewed grant program.
Peer reviewed grant recommended for funding, but not funded due 
to lack of funds.
For non-peer reviewed sources (internal funds, company contracts, 
peer review can be obtained from the Office of the Associate Dean 
(Research of a Faculty or the Director of the Affiliated Institute.

mailto:Animalcare@mcgill.ca


Who can be a Principal 
Investigator on a Protocol? 

Professor (tenured)

Associate Professor (tenure-stream or contract) 

Assistant Professor (tenure-stream or contract) 

Emeritus Professor or Post-Retirement 

Adjunct Prof, Research Associate, Postdoc, Student

Faculty-level positions with a main appointment at McGill



Requirements for Animal 
Use in Science (2)

Normally, the PI submits an Animal Use Protocol to 
his home FACC (i.e. where the PI hold their principal 
appointment).
One notable exception:  Fieldwork and Natural 
Habitat Studies – submitted to Macdonald Campus 
FACC.
The PI on a grant can be different from the PI on an 
Animal Use Protocol.  The protocol will be submitted 
to the FACC of the PI on the Protocol.



Requirements for Animal 
Use in Science (3)

Other approvals required:
Permits for Hazardous Agents

Radiation permits
Biohazard permits
Determine the proper level of containment
Cells tested for pathogens



Requirements for Animal 
Use in Science (4)

Training Certification:
Theory on Ethics and Animal Care concepts
Hands-on training proficiency certification

Occupational Health Program
Mandatory to work with certain species

Initial visit by the FACC for new facility / lab

After protocol is approved 
Annual Inspection of facility / lab
Post-approval monitoring / Quality Assistance



The Darwin System
An integrated software platform for:

Completion and submission of Animal Use Protocols, 
Renewals and Amendments (AUPs)
Evaluation and approval of AUPs by Animal Care 
Committees
Animal Facility Administrative functions, including:

Submission by PI’s of Animal Orders 
Validation vs. AUP that the PI is authorized to order animals
Processing of orders via institutional procurement processes
Automatic housing charge of active animal cages (per diems)
Service charges for Supplies and Veterinary Care services 
provided by the animal facility

Darwin is not a financial system, but calculates charges on 
approved protocols to be entered/fed in financial system



The Darwin System

8 years ago, the CCAC made a recommendation to 
the University to either:

Centralize animal purchasing, or
Have an integrated system that would ensure that 
animal purchases would be limited to animals 
authorized on an Animal Use Protocol

Since McGill and Affiliated Institutes are separate 
entities, we implemented an integrated system
We purchased a license to the eSirius system, and 
names our local platform Darwin… online since 
2011.



THE DARWIN SYSTEM



THE DARWIN SYSTEM – PI HOME PAGE



THE DARWIN SYSTEM – PI HOME PAGE



Protocol Approval Process
PI has an active 
account on the 
Darwin System

PI or delegate 
completes a 

Protocol on Darwin

PI Submits Protocol 
Electronically to the 

FACC on Darwin

FACC Administrator 
submits protocol to 

reviewers

FACC evaluates the 
Protocol and 
Recommends 

Revisions 

The PI revises the 
Protocol and 

Submits back to 
FACC

The Chair of the 
FACC grants 

approval

ACO Processes 
Approval and Issues 

Certificate Letter

For OSR 
administered funds: 
ACO links protocol 
to Funds on infoEd



Timeline for Protocol 
Approvals 

New Protocol

• Requires 
committee 
meeting.

• Typically 2-3 
months.

Full Renewal

• Every 3 years
• Requires 

committee 
meeting.

• Typically 1-2 
months.

Annual Review

• Normally 
electronic 
approval only.

• Can be referred 
to full 
committee.

• Typically 2 
weeks to 1 
month.

Amendments 

• Normally 
electronic 
approval only 
(Chair or 
subcommittee).

• Can be referred 
to full 
committee.

• Typically 2 days 
to 3 weeks.



SCENARIOS 



Scenario 1: 
Collaborative Research Internal
Animal Work for Part of Duration of Grant

Computer Engineering PI hold a 5-year grant for 
development of new brain imaging analysis system.  
Collaborates with PI in Neurology & Neurosurgery 
who will test the imaging system in years 3 to 5 of 
the grant.

Note: Funding agencies require evidence of a valid 
animal use protocol when animals are used



Scenario 1 - Continued

First 2 years 
of Grant

• OSR (McGill) or 
Institute Grants 
Office issues a 
Release of Funds 
Authorization

• 1 year –
renewable

Before 
animal work 

starts

• PI performing 
animal work will 
submit an animal 
use protocol

• Protocol is 
approved

• Protocol will be 
linked to Grant 
on infoEd (or 
Institute system)

After animal 
work is 

completed

• PI retires the 
protocol

• OSR (McGill) or 
Institute Grants 
Office issues a 
Release of Funds 
Authorization 



Scenario 1 - Continued 
Animal Work for Part of Duration of Grant

OSR will ask PI questions for Release of Funds Approval:
Why it is necessary to access the funds before the approval 
of an AUP is obtained (e.g. salary for research assistant, 
student stipend, supplies, preliminary research activities 
not involving live animals) 
Of the approved budget, what is the pro-rated amount 
needed to conduct the research activities not involving the 
procurement and use of live animals before AUP approval 
is obtained (if more than a one-year delay is needed, 
please indicate per year) 
Indicate the actual or anticipated date of AUP submission 
to the Facility Animal Care Committee (FACC) 



Scenario 2: Collaborative Research
External

Université de Montréal PI needs to perform animal 
work at McGill (don’t have facility for that animal 
model at UdM) 

CCAC has a policy on Collaborative Research 
between institutions



Scenario 2 - Continued
CCAC Policy on Collaborations between institutions

An institutional ACC is responsible for overseeing the work 
carried out by all members of the institution who use animals for 
research, teaching or testing. Therefore, a member of an 
institution who wishes to carry out animal-based work within a 
host institution’s facilities must first submit a written animal use 
protocol describing the project to the ACC of his or her home 
institution.
The host institution’s ACC, having received the approval in 
principle of the protocol from the home institution’s ACC, can 
then review the protocol focusing primarily on whether the 
animals can be housed, cared for and used appropriately 
according to CCAC guidelines and policies, given the host 
institution’s facilities and resources. The host institution’s ACC 
must approve the protocol before the protocol can begin.
To facilitate this process for all of those involved, it is suggested that the 
use of a single protocol form be agreed upon by the ACCs and the 
investigator, and that the chairs of each ACC communicate directly with 
each other to discuss any questions that either committee may have.



Scenario 2 - Continued

PI Submits protocol for 
review at home ACC

• In this case UdM PI 
submits to UdM ACC

•Home ACC has authority 
over PI (disciplinary, 
responsible conduct of 
research, etc)

Home ACC reviews 
protocol and submits 
to host ACC for review

•Both institutions review 
the protocol.

•Recommendations from 
the host ACC sent to the 
home ACC, ensuring that 
host’s institution policies 
and availability of 
facilities are respected.

•Home ACC sends 
recommendations for 
revision to PI. 

•PI submits a revised 
protocol (if applicable) 
approved by both ACCs.

Approval is granted

•Animal work is conducted 
at host site.

•Post-approval monitoring, 
veterinary care, etc. 
assured by host site.

•Host site invoices the 
home institution for 
housing and services.

•Host site ACC reports any 
compliance issue to home 
site for action.



IN CONCLUSION 



Partners in animal care
The Principal Investigator
The PI’s Research Group
The Animal Care Committees
The Animal Compliance Office
The Animal Facility Staff

Administrative and 
Animal Health Care Staff

The CCAC
The Funding agencies
Outside Partners
The Public

The Sponsored Research Offices 
McGill’s OSR and Affiliated Institute Grants Offices)

Financial Services



CONTACT US

We are one click away

Web: 
http://www.mcgill.ca/research/researchers/compliance/animal

Email:  Animalcare@mcgill.ca

Darwin System Support:  Darwin@mcgill.ca

http://www.mcgill.ca/research/researchers/compliance/animal
mailto:Animalcare@mcgill.ca
mailto:Darwin@mcgill.ca


QUESTIONS?
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