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Monthly Centre Web/Teleconference Meeting Summary
September 6, 2019 @ 9am
ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Grand River Hospital
3. Hamilton Health Sciences
4. Health Sciences North, Sudbury
5. Humber River Hospital, Toronto
6. Lakeridge Health, Oshawa
7. London Health Sciences Centre

	8. Markham Stouffville
9. Niagara Health System
10. North York General Hospital 
11. Sinai Health System, Toronto
12. Sunnybrook Health Sciences Centre, Toronto
13. Thunder Bay Regional Health Sciences Centre
14. Trillium Health Partners, Mississauga 
15. UHN - Princess Margaret Cancer Centre, Toronto


	OCREB:
	Beren Avci, Aurora de Borja, Carrie Li,  Janet Manzo, Cindy Sandel, Alison van Nie, Yooj Ko (Chair),




REGRETS	
	Sites:
	1. Cambridge Memorial Hospital
2. Hospital for Sick Children, Toronto
3. Kingston  General Hospital
4. Michael Garron Hospital, Toronto
5. The Ottawa Hospital
6. Royal Victoria (Barrie)
7. St. Joseph’s Healthcare (Hamilton)


	8.  St. Joseph’s Health Centre (Toronto)
9. St. Michael’s Hospital, Toronto
10. Southlake Regional Health Centre, Newmarket
11. William Osler Health Centre, Brampton
12. Windsor Regional Hospital
13. Women’s College Hospital, Toronto

	OCREB:
	Mihaela Mates (VC), Jacqueline Limoges (VC)



If you temporarily have to leave the teleconference, please hang up and dial in again when you are able to re-join. Putting your phone on hold causes interference with all of the other lines. 


NOTICES

Translations of Consent Forms
It is preferable to have the approved English consent forms translated at the provincial level to make them available to all participating centres. Centres would have to translate only their centre-specific pre-approved changes.

New ICF template
OCREB IS waiting for final approval of the latest version of the consent from the national committee members. Once the consent is implemented, because of its consistency with the NCI template, it should help to resolve many of the issues that were identified in the NRG audits.


REMINDERS

Provincial Application Forms for Submission to OCREB	
Please do not use the CTO Observational application forms for any studies submitted to OCREB. If a new study seems to be an observational study, please check with OCREB before preparing or submitting the application to determine if the study meets OCREB’s mandate and if it does, to ensure that the Clinical Trial application forms are used.


OCREB Membership Changes 
The OCREB membership lists are posted to https://ocreb.ca under the “OCREB Meetings and Membership” link. The list was last updated on September 1, 2019.


List of Active Studies and Active Study-Centres
On September 5, 2019, there were 515 active studies (approved or under review) associated with 1,495 study-centres. For the list of active studies and active study-centres please contact the OCREB office.


NEW STUDIES

New studies submitted for the September 13 meeting (*qualified for delegated review):
	1886
	Cindy
	Array 
	ARRAY 818-103
	Anna Spreafico
	UHN
	Shelly Ke

	1919
	Beren
	Sanofi
	ACT16105 
	Ricardo Fernandes
	LHRI
	Mary Beth Husson

	1925
	Carrie
	IIS
	PASS-01
	Jennifer Knox
	UHN
	Nanthini Tharahan

	1934*
	Carrie
	IIS
	TRICIA
	Terry Ng
	TOH
	Femina Kanji

	1941
	Cindy
	OCOG
	CYTOSHRINK
	Mark Levine
	HHS
	Donna McCarthy

	1949
	Aurora
	GSK
	GSK 209229
	Aaron Hansen
	UHN
	Sonya Nakoneczny

	1950
	Carrie
	IIS
	NEOPANC One
	Jennifer Knox
	UHN
	Nanthini Tharahan

	1951*
	Aurora
	IIS
	PALEOS
	Parneet Cheema
	WOHC
	Lisa Faure




Other Potential New Studies:
	COG
	AALL1731

	COG
	AGCT1532

	CCTG
	ALC.6/A041501 

	CCTG
	HNC.2/NRG HN004 




CONTINUING REVIEW APPLICATIONS
Even though CTO Stream sends automatic courtesy reminders 45, 30 and 15 calendar days before the expiry date, CR applications should be submitted as close to the relevant meeting deadline as possible, and not until after the imminent OCREB meeting at the earliest (i.e., close to the September 24 deadline for the October 11 meeting, and September 16 at the earliest). If you need to submit the CR earlier due to absences or other reasons, please contact the responsible OCREB REC.

Continuing Review Applications due for the October 11 Meeting
For studies expiring October 11 to November 7, inclusive, provincial and centre continuing review applications are due by the September 24 deadline for the October 11 meeting, unless a study closure has been or will be submitted.


NOTEWORTHY ITEMS 

A place for sharing new information, updates and other noteworthy items affecting the research community…
· The Canadian Institutes of Health Research (CIHR), the Natural Sciences and Engineering Research Council of Canada (NSERC), and the Social Sciences and Humanities Research Council (SSHRC) are pleased to announce the release of TCPS 2 (2018) – the latest revision of the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, 2nd edition. TCPS 2 (2018) replaces TCPS 2 (2014) as the official human research ethics policy of the federal research granting agencies.
While the expanded guidance in this revision addresses emerging ethics issues, the Policy continues to be firmly rooted in the three core principles – Respect for Persons, Concern for Welfare, and Justice. 
The Panel on Research Ethics is responsible for the evolution of the Policy. The Panel maintains an ongoing dialogue with TCPS 2 users through its interpretation service and its educational outreach, including the CORE tutorial, webinars, and presentations. To further engage the community, the Secretariat on Responsible Conduct of Research sought public comment on the Panel's proposed changes between October 2016 and January 2017, and posted the comments they received. These questions and comments informed many of the additions and refinements published in TCPS 2 (2018).
The Secretariat is issuing two resources for TCPS users. "Highlights of Changes" summarizes the revisions to the Policy, and a separate document, "How to Address Material Incidental Findings," provides guidance on TCPS 2 (2018) Article 3.4. The Secretariat has also taken this opportunity to provide a completely new French translation. A comprehensive index will be added to the website this fall. 
The Secretariat no longer provides print copies of TCPS 2 due to environmental concerns. You are encouraged to print or download your own copy of TCPS 2 (2018).
Guidance: How to address material incidental findings
· We are pleased to announce that Guidance Document: Part C, Division 5 of the Food and Drug Regulations “Drugs for Clinical Trials Involving Human Subjects” (GUI-0100) was published August 20, 2019 and can be found on the Health Canada website at:https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/guidance-drugs-clinical-trials-human-subjects-gui-0100.html 

This guidance document will help those involved in the conduct of clinical trials of drugs in human subjects in Canada to comply with Part C, Division 5 of the Food and Drug Regulations (the Regulations) and to understand the International Council for Harmonisation (ICH) Guidance Document: Good Clinical Practice: Integrated Addendum to E6(R1) ICH Topic E6(R2) in the Canadian context.
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Next Web/Teleconference Session

October 4, 2019 @ 9am
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