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Monthly Centre Web/Teleconference Meeting Summary
October 4 @ 9am
ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Hamilton Health Sciences
3. Lakeridge Health, Oshawa
4. London Health Sciences Centre
5. Markham Stouffville
6. Niagara Health System

	7. North York General Hospital
8. North York General Hospital The Ottawa Hospital
9. Thunder Bay Regional Health Sciences Centre
10. Trillium Health Partners, Mississauga 
11. UHN - Princess Margaret Cancer Centre, Toronto


	OCREB:
	Beren Avci, Janet Manzo, Alison van Nie, Yooj Ko (Chair),




REGRETS	
	Sites:
	12. Cambridge Memorial Hospital
13. Grand River Hospital
14. Health Sciences North, Sudbury
15. Hospital for Sick Children, Toronto
16. Humber River Hospital, Toronto
17. Kingston  General Hospital
18. Michael Garron Hospital, Toronto
19. Royal Victoria (Barrie)
20. St. Joseph’s Healthcare (Hamilton)
21. St. Joseph’s Health Centre (Toronto)


	22. St. Michael’s Hospital, Toronto
23. Sinai Health System, Toronto
24. Southlake Regional Health Centre, Newmarket
25. Sunnybrook Health Sciences Centre, Toronto
26. William Osler Health Centre, Brampton
27. Windsor Regional Hospital
Women’s College Hospital, Toronto

	OCREB:
	Cindy Sandel, Aurora de Borja, Carrie Li, Jacqueline Limoges (VC), Mihaela Mates (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

QA Consents
As part of OCREB’s quality assurance for policies and procedures associated with the provincial/centre model for consent forms, a review is underway which involves a request for the submission of redacted consents from participating centres. The request for the submission of a consent will be made by the REC responsible for the study. There are 40 studies under review as part of this QA process.  If you have any questions please contact one of the RECs.

TCPS2 (2018) Interpretation of the requirement to report new information to former participants
Article 11.8 describes the requirement to report new information relevant to participants’ welfare, including former participants. Former participants include participants who have withdrawn from the study. The issue is whether the reporting obligation applies if the participant has withdrawn consent for all further contact.
 
The Secretariat’s comments:
Similar to the disclosure of material incidental findings, researchers’ responsibilities to communicate new information are “within the limits of consent provided by the participant” (Article 3.4). If a participant has requested no further contact, then, in general, the researcher should respect that wish. However, there may be exceptional circumstances, legal reporting requirements or professional obligations where this approach may not be appropriate. When in doubt, researchers should consult the REB.

Consent updates and urgent oral updates
Interpretation of the Guidance for the provision of urgent oral updates includes the inclusion/acceptance of oral updates when risk information includes an awareness of symptoms associated with a new risk that, if identified, may help with the management of this risk.
Consent updates are required when the new information is relevant to the participant because it includes information about the futility of the study intervention, resulting in an early end to the study, and a decision not to use the study data.

2020 OCREB meeting schedule
Posted on the Meetings and Membership page of the OCREB website.
Note that the April meeting will be held a week earlier on April 3 because April 10 is Good Friday.

December deadline for the January 2020 meeting
Due to the holiday schedule, the deadline for the January 10, 2020 meeting is Tuesday, December 17, 2019.

OCREB Membership Changes 
The current and archived OCREB membership lists are posted on the OCREB website on the “Meetings and Membership” page. The list was last updated on October 1, 2019.


NEW STUDIES

New studies submitted for the October 11, 2019 meeting:
	1933
	Carrie
	Roche
	WO41554
	Arif Awan
	TOH
	Lisa Turriff

	1942
	Carrie
	AZ (Sweden)
	D910FC00001 (WAVE)
	Raymond Jang
	UHN
	Bonnie Kwan

	1957
	Aurora
	Roche
	WP41188 
	Anna Spreafico
	UHN
	Mohammad Ahmad

	1961
	Beren
	Tesaro
	RUBY (4010-03-001 /ENGOT-EN6/NSGO / GOG-3031)
	Amit Oza
	UHN
	Bonnie Kwan

	1962
	Cindy
	Merck
	MK-7339-009
	Dave Cescon
	UHN
	Sabina Naqvi

	1963
	Carrie
	Merck
	MK-7339-005
	Mihaela Mates
	KHSC
	Kristina Carmichael

	1965
	Cindy
	BMS
	CA209-7FL
	Francisco Vera-Badillo
	KHSC
	Kristina Carmichael

	1967
	Beren
	Advanced Accelerator
	NETTER-2 - CAAA601A22301
	Sten Myrehaug
	SHSC
	Ivana Prce



Other Potential New Studies:
	COG
	AGCT1532

	COG
	AALL1731

	CCTG
	ALC.6/A041501 

	CCTG
	HNC.2/NRG HN004 

	IIS
	WOO-BET




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 October 22 deadline for the November 8 meeting, and October 14 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 November Meeting
For studies expiring November 8 to December 12, inclusive, provincial and centre continuing review applications are due by the October 22 deadline for the November 8 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…

· Quality Assurance (QA) materials N2 – QA 
The purpose of the N2 Quality Management System (QMS) Program for Clinical Research is to equip research institutions and sponsors with the knowledge, tools and procedures with which to implement a clinical research management system throughout all stages of the research process. The QMS program also ensures that research protocol designs and the overall clinical research management comply with ICH GCP E6 (R2) and all applicable regulations. It allows sponsors to focus on the clinical trial activities essential for human subject protection and reliability of trial results.
· Overview of Research QMS
This document provides an introduction to a Research Quality Management System (RQMS).
· QMS Institutional Gap Analysis Tool
This tool provides definitions of the nine (9) components of a Quality Management System, such as: Document Management System (DMS), Audit System. 
· Risk Based Assessment Tools
There are two sets of risk management tools: 1) Study Level – for specific studies, and 2) Institutional Level – for across a set of studies on an institutional level. 
· Monitoring Plan Tools:
Guidance for Developing Monitoring Plans is a guidance document for Sponsor/Sponsor-Investigators. The Monitoring Risk Level Tool can be used to assist Sponsor-Investigators in determining the extent of site monitoring required for their trial.

· Trust in Data Sharing [GA4GH]: https://link.springer.com/article/10.1007%2Fs00439-019-02062-0#enumeration

GA4GH Survey
https://surveys.genomethics.org/survey/yourdnayoursay/en
https://www.ga4gh.org/news/your-dna-your-say-publishes-study-on-trust-in-english-speaking-populations/

· FDA takes first action under new international collaboration with Australia and Canada designed to provide a framework for concurrent review of cancer therapies, approving treatment for patients with endometrial carcinoma. https://www.fda.gov/news-events/press-announcements/fda-takes-first-action-under-new-international-collaboration-australia-and-canada-designed-provide 

· OHRP’s Exploratory Workshop “Privacy and Health Research in a Data-Driven World” 
September 19, 2019

The Workshop explored issues around conceptions of privacy, ways to protect data confidentiality, and how IRBs and other review bodies can learn more about protections and ethical oversight of important research.

Videos from the Workshop 
· https://videocast.nih.gov/summary.asp?Live=33360&bhcp=1

· Presentation Slides from the Workshop are Also Available!
https://www.regulations.gov/docketBrowser?rpp=25&so=ASC&sb=title&po=0&dct=N%2BFR%2BPR%2BO&D=HHS-OPHS-2019-0013 


Next Web/Teleconference Session

November 1, 2019 @ 9am
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