N2 AT WORK
Commitees have been hard at work with the
release of two new resources for its members :

HC DIVISION 5 COURSE
and
RECRUITMENT BROCHURE
Learn more about these and other developments in this
issue.

N2
Summer is Here!

COMING UP
Recruitment Committee
Mtg:
July 10, 2014
Quality Committee Mtg:
July 10, 2014
Stakeholder Mtg:
August 18, 2014
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A

s everyone’s thoughts turn to
vacation time and perhaps
A Message from the Board of Directors
slowing down (does that ever
happen?), N2 has been ramping
things up. May marked the Annual retreat for your Board of Directors. This
was an opportunity for the Board to hear from the various committees and
plan for the next year. This year’s agenda included the usual mix of financial
reports and commitee updates. There was also good discussion about N2’s
role with CCCTN and the Summit. Guests to the retreat included Dr. Tina
Saryeddine from ACAHO-CHA and Pam Tenaerts from CTTI. This was an
opportunity to discuss areas of common interest and potential mechanisms
for our organizations to work together. Over the past months a number
of committees have been busy from the greatly anticipated
launch of the CITI-Canada Divison 5 Course by the Education
Committee to the release of the first Recruitment resource
from the Clinical Trial Education and Awareness Committee.
In March, project managers were hired to help two of
our committees reach their objectives. We
have also engaged a Business Consultant to
assist your board in planning a sustainable
future for N2. We encourgage you to call
in to the next stakeholders meeting in
August to hear more.

CONTINUE TO GROW
The popularity of the Network
of Networks continues to
increase as researchers discover
the value of engagement. N2
now has

74 MEMBERS!
Among the newest to join our
growing community are :
• The George & Fay Yee Center
For Healthcare Innovation UM
• St. Jerome Medical Research
Inc.
• Regina Qu’Appelle Health
Region
• Seneca College
• Northern Ontario School of
Medicine
• Please help welcome our
newcomers.

THE MISSION OF N2
To enable and enhance
clinical research capability
and capacity in Canada.
www.n2canada.ca

QUALITY

T

he quality committee has been finalizing a number of tools for N2 members. Look for the release of worksheet for
Internal Quality Assurance Programs, as well as information sheets on Regulation Inspections soon. Many of the
Committee members have been involved in the Initiative to Streamline Clinical Trials (ISCT) working group and have
been integral to the development of its recommendations and accompanying resources. See ISCT update for details
on this project. The Quality Committee took the opportunity at N2’s AGM in February to facilitate discussion and survey
the membership about their priorities related to Quality. The information collected at the meeting will help this group
better meet the needs and objectives of the broader N2 membership.

N2 COMMITTEES
Your N2 Committees
are working for you.
Committees are always looking
for feedback on our activities
and for new members interested
in becoming involved. Feel free
to contact any of the committee
Chairs with comments, questions,
or to add your voice to the conversations (www.N2canada.ca):
MENTORSHIP
Karen Arts

T

he Clinical Trials Education and
Awareness (aka Recruitment)
Committee has been hard at work
since the AGM in February. In March
a Project Manager was hired to help
this group move forward with their
ambivious agenda. To this end a
Clinical Trials Brochure was recently
released. This is the first tool developed by the committee as a resource for sites and investigators to
assist with participant recruitment.
It can be accessed through the fol-

RECRUITMENT
Stephania Manusha
COMMUNICATIONS
Dr. Rachel Syme
EDUCATION
Dr. Paddi O’Hara
QUALITY
Michelle Filice
METRICS
Daniel Rogers
SOP
Karen Arts
www.n2canada.ca

RECRUITMENT

lowing link. More recently an RFP for
an N2 Clinical Trial Education Website
was released. The committee is in the
process of engaging with targeted
vendors to design this site. The committee is also developing a Strategic
Plan for a national Clinical Trials Education and Awareness Strategy. As
this plan is developed the committee
hopes to engage with a number of interested partner organizations.

COMMUNICATIONS

T

his small but active group has
been focusing on how to best
support the activities of N2’s other
Committees. Apart from the quarterly newsletters they hope that
you’ve seen some of the newsflashes they have released as well as the
one-pager on current CITI-Canada
courses. This document provides a
succinct description of each course
currently offered, who should take
it and how to access them. Look
for an updated version shortly

which will include information on
the recently released Health Canada Divsion 5 course. The committee is also updating a PowerPoint
pesentation on the “Value of N2”.
This will soon be accessible on the
N2 website. These slides will be a
useful resource to both current N2
members as well as organizations
contemplating joining this dynamic
group.

EDUCATION

I

t has been an exciting year so far
for the Education Committee.
Recent developments include
the recognition of the CITI-Canada GCP course by TransCelerate.
TransCelerate Biopharma Inc. is a
non-proft group representing a
number of pharmaceutical companies. A work plan has been
drafted for a GCP refresher course.

ISCT UPDATE

T

he ISCT (Initiative to Streamline Clinical Trials) has finalized and now released their recommendations. The objective to develop specific pragmatic and practical interpretations of current regulations, laws and guidelines
in order to facilitate Canadian Clinical Trials. Recommendations can be found
on the following webpage: http://n2canada.ca/ISCT/ Recommendations of
the ISCT are provided to all participants as well as academic groups and investigators in Canada. The ISCT hopes that you will agree to help them evaluate
which areas of the recommendations have been implemented and also assess
the impact of the recommendations on the conduct of academic clinical trials
in Canada.

UPDATE
The committee also recently saw
the release of their Health Canada
Division 5 Course. Its quick development and launch are testament to this groups’ dedication
and responsiveness to the needs
of the N2 membership. Currently
the group is working on the development of their next course
which will focus on Privacy. The
Education Committee has also
benefited fom the hiring of a project manager. The PM will be integral to the Privacy Course. This
group also met after the N2 AGM
to review comments from learners and make any adjustments to
course content or the accompanying quizzes. This is something
they undertake twice a year.

T

STANDARD OPERATING PROCEDURES

he annual reveiw of the latest versions of the SOPs (Version 5) will begin
this September when the committee will meet. This will be followed by an
external expert review in March prior to the release of Version 6. The REB SOPs
are near completion. It is anticipated that they will be rolled out in July of this
year. These SOPS are a joint effort from N2 members and those from Canadian
Association of Research Ethics Boards (CAREB).

Courses are available for FREE to members of N2 and can be accessed
from our website: www.n2canada.ca Choose from among:
Good Clinical Practice

TAKE A
COURSE

Responsible Conduct of Research
Transportation of Dangerous Goods (TDG/IATA)
Biomedical Research Ethics
Basic Social and Behavioral Research Ethics

Health Canada Division 5

M

METRICS

etrics are critical to how we measure success. It is also important that we have a
shared understanding of what these metrics represent. Members of the metrics
commitees have agreed upon a preliminary number of important metrics. Some
members have begun the pilot collection of these within their own organizations.
The committee will be presenting at the annual geneal meeting to the entire N2
membership for feedback.

N2 REPORTS & UPD
CAREB AGM Report

T

he Canadian Association of Research
Ethics Boards (CAREB) held its Annual
General Meeting April 25 – 26, 2014, in
Montreal. The theme this year was, Plus
ca change… (The more things change,
the more they stay the same – or do
they)? The AGM was well-attended with
nearly 315 members.

O

n the day preceding the AGM,
CAREB offered a one-day PreConference Workshop. Topics focused
on ethical challenges that might be
encountered by REB’s and/or related
stakeholders. Sessions included:
• REB Administrator Basics
• REB Advanced
Children Consent/Assent Issues
Researcher Confidentiality: The Ottawa
U Case
REB Accreditation and Qualification
Harmonization - Challenges & Issues
Bio-bank Certification
• Tri-Agency Framework on Responsible
Conduct of Research

T

he AGM was designed to be a valuable
opportunity to, “Revisit events of
historical significance and examine
recurring ethical issues in the hope
they provide not only the knowledge
of lessons learned, but the opportunity
to apply that knowledge and advance
the ethical conduct of human
participant research, so as to prevent
such occurrences from happening
again” (Lori Walker, Chair, 2014 CAREB
National Conference and AGM VP
Conference Planning Committee).
It
afforded an excellent opportunity for
research ethics professionals to network
amongst themselves, spark new ideas
for addressing old problems and
nurture professional development in an
academically-enriched environment.

D

r. Rachel Zand, CAREB President,
opened the AGM. Distinguished

Keynote Speakers followed,
presented on the following:

who

“Therapeutic Misconception:

What

1Difference Does it Make?” (Dr. Charles

W. Lidz -University of Massachusetts).

“A Critique of the Bucharest Early
Project
Romanian
Orphan Study” (Dr. Joseph Fins -Cornell
Medical College).

2Intervention

“Who do you Trust?
Protecting
Confidentiality Within the
Extent Permitted by Ethical Principles
and/or Law” (Dr. Ted Palys).

3Research

“Aboriginal Nutritional Health Study”
(Dr. Ian Mosby - University of Guelph),

4

“How to Think (Ethically) about
Translation?” (Dr. Jonathan
Kimmelman - McGill).

5Clinical

A

lso presented were status updates
by: CIHR, OHRP, Quebec Ministry of
Health & Social Services, Secretariat on
RCR, CAREB/N2 joint SOP project

T

he Conference also included ‘Breakout Sessions’ on topics such as:

Genetic research and the Return
Research Results and Incidental
Findings

1of

Managing Conflicts of Interest in

2Research Ethics Review

Meeting the Needs of REBs: Struggles

3and strategies

Proposed Changes to TCPS2 and

4other PRE initiatives

5Chapter 9 in Practice
50-Year History of the Declaration of

6Helsinki

Emerging

7Presentations

Topics:

Poster

J

anet Manzo, Executive Director
of the Ontario Cancer Research
Ethics Board, was awarded the 2014
President’s Award presented by
CAREB.

W

inging my way home on the
airplane, I reflected upon the
vastness that is Canada. Nationally,
REB professionals/members are a
small community. Its members are
thinly sprinkled across Canada’s
broad expanse. Opportunities to
connect with our colleagues are
few; the benefits of connecting
are great. The CAREB AGM offers a
unique opportunity for the research
ethics community to come together
to nurture, sustain and grow its
professionals, thus playing an
important role in the protection of
research participants. The next CAREB
AGM will be held in Vancouver in the
Spring of 2015.

S

ubmitted by: Romaine Miller

DATES
Clinical Trials Ontario

C

linical Trials Ontario continues
to make progress on its goal of
streamlining multi-centre clinical trials,
thanks to the expertise and dedication
of our clinical research community.
The newly launched CTO Streamlined
Research Ethics Review System will
support the timely, efficient and
effective review of multi-centre clinical
research in Ontario. This system will
enable any single ‘CTO Qualified’
Research Ethics Board (REB) to provide
ethics review and oversight of clinical
trials being conducted in multiple
institutions across the province.

T

he CTO REB Qualification Program
provides REBs in Ontario, planning
to participate in the Streamlined
Research Ethics Review System, with
an external review of their operational
policies and procedures against
the CTO Qualification Manual that
incorporates applicable regulations,
policies, and standards. This process
serves to encourage a high level of
trust between institutions and REBs
to facilitate the delegation of ethics
review to each other. The CTO REB
Qualification reviews are conducted by
a team, consisting of members of the
CTO College of Reviewers and a CTO
Auditor, who spend up to two days
on-site with REB personnel reviewing
documents and conducting interviews
to assess the REB and its operations
against the CTO REB Qualification
Checklist.

S

upporting the CTO Streamlined
System is a web-based electronic
REB (eREB) system that will enable
the coordination of research ethics
review, document management and
communication between multiple
institutions and REBs. The CTO eREB
implementation team is working
closely with Infonetica Ltd to build
the system which will be ready this
fall to review the first clinical trials.

C

TO also hosted its first clinical
trials conference this year in
Toronto. The event was ‘sold out’ with
participants attending from industry,
research sites, REBs, government
and other clinical trials related
organizations.
The
conference
provided an opportunity to present
and promote CTO programming, as
well to bring attention to Ontario’s
commitment to making Ontario
a preferred location for clinical
trials. Building on this success, CTO
will be hosting its second annual
conference on March 5th and 6th,
2015, in Toronto. We encourage you
to mark your calendars and invite
your suggestions for topics and
speakers of interest.

T

o learn more about CTO
programs, please visit ctontario.
ca or contact CTO at info@ctontario.
ca.

S

ubmitted
Ontario

by:

Clinical

Trials
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THE LAST WORD

N

Janette Panhuis

Rachel Syme

2 was formed because clinical researchers face common challenges. N2 provides
the opportunity to speak to clinical research
issues with one voice and offers a forum to
develop and share tools, resources and
best practices. Committees are always
looking for additional members ready to
share their enthusiams and expertise.
Get involved N2 is all about you.

Nancy Camack
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