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Monthly Centre Web/Teleconference Meeting Summary
October 5, 2018 @ 9am
ATTENDEES	
	Sites:
	1. Grand River Hospital
2. Hamilton Health Sciences
· Juravinski Cancer Centre
3. Kingston  General Hospital
4. Lakeridge Health, Oshawa
5. London Health Sciences Centre
· LRCP
6. Markham Stouffville
	7. Michael Garron Hospital, Toronto
8. Niagara Health System
9. North York General Hospital
10. The Ottawa Hospital
· Cancer Centre
11. Trillium Health Partners, Mississauga 
12. William Osler Health Centre, Brampton

	OCREB:
	Aurora de Borja, Janet Manzo, Richard Sugarman (Chair), Alison van Nie, Kathie Zeman



REGRETS	
	Sites:
	13. Cambridge Memorial Hospital
14. CHEO, Ottawa
15. Health Sciences North, Sudbury
16. Hospital for Sick Children, Toronto
17. Humber River Hospital, Toronto
18. Royal Victoria (Barrie)
19. St. Joseph’s Healthcare (Hamilton)
20. St. Joseph’s Health Centre (Toronto)
	21. St. Michael’s Hospital, Toronto
22. Sinai Health System, Toronto
23. Southlake Regional Health Centre, Newmarket
24. Sunnybrook Health Sciences Centre, Toronto
25. Thunder Bay Regional Health Sciences Centre
26. UHN - Princess Margaret Cancer Centre, Toronto
27. Windsor Regional Hospital
28. Women’s College Hospital, Toronto

	OCREB:
	Beren Avci, Cindy Sandel



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

OCREB Adopts N2/CAREB SOPs
The Network of Networks (N2) and the Canadian Association of Research Ethics Boards (CAREB) collaboratively developed a set of Canadian REB SOPs, in compliance with applicable regulations and guidelines and with extensive reference to the OCREB SOPs and other documents. OCREB has adopted the N2/CAREB REB SOPs to facilitate a single standard for REBs in Canada. Addenda have been developed to incorporate OCREB’s central REB model, and the SOPs must be used in tandem with any corresponding addendum. The N2/CAREB SOPs and addenda are authorized for use by OCREB effective September 24, 2018. There are no substantive changes to the SOP content from the previous set of OCREB SOPs. Specific Guidance documents still are in place to provide more detail for some common and critical areas including: 
· Guidance for pre-approved administrative changes [May 5, 2017]
· Guidelines for Protocol Deviation Reporting [September 25, 2018]
· Guidelines for Managing Conflict of Interest [April 4, 2014]
· Guidelines for Providing New Information [March 23, 2018]

2017-18 in Review – Tour of Annual Report
In early September 10, 2018, OCREB issued its Annual Report for 2017-2018. The report summarizes the accomplishments of OCREB during an exceptionally busy and challenging year.  You can view the Annual Report here.


REMINDERS

Provincial Applicant (PA) role
Please remember that when assuming a PA role, that the PA is expected to work with the sponsor to ensure that the consent documents and other materials, and the applications submitted on behalf of the sponsor, and the participating sites, are accurate and complete. Please remember that centre policies and/or other criteria related to the conduct of studies which are specific to the centre should not affect the information provided by the PA. 

For sponsor-specific language, considering the recent NRG audits, we will try to accommodate requirements from the sponsor for specific language that does not conflict with the template language. Please contact Alison [alison.vanie@oicr.on.ca] if you have any questions.

CTO Stream accounts
To prevent unauthorized access to confidential materials, please remember to notify CTO Stream Support when an individual leaves the organization, goes on extended leave, or otherwise no longer needs access to CTO Stream. 

CTO Stream Project Owner role
If the individual listed as the Project Owner (user who created the project) is no longer at the institution, or no longer working on the study, or if the Provincial Applicant role is being transferred to another site, the Project Owner role should be transferred.

Only the current Project Owner has the ability to initiate a transfer. To transfer Project Owner, under “Actions”, the current Project Owner selects the ‘Transfer’ button to bring up the Transfer Projects dialog box, then selects the study to transfer, and enters the email address of the person to whom the Project Owner role should be transferred. This person must ‘accept’ the role before the transfer can be completed. Once the Project Owner is transferred, the study will no longer be in the original Project Owner’s list of projects. If the current Project Owner is no longer at the institution, please contact CTO Stream Support to request a change in Project Owner and provide them with the study ID and the email address of the person to whom the Project Owner role should be transferred.

NOTE: the Project Owner is not the same as the Main Study Contact, thus changing the Main Study Contact in an amendment does not change the Project Owner. A change in Project Owner cannot be done using the amendment process.  

Requests for Documents from O2
If you need REB-related materials from O2 (e.g., OCREB application forms, approval letters), please email a request to ocrebonline@oicr.on.ca and provide as many details as possible to assist us in finding the documents – e.g., study ID, submission type, date of submission, date of approval or acknowledgement, the document(s) requested, the date they are required (e.g., sponsor audit date). We will make every effort to meet your timeline. Please note that we will only provide REB-related materials and not documents that originate from the sponsor.


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 October 1, 2018.


List of Active Studies and Active Study-Centres
The list of active studies and active study-centres is posted to https://ocreb.ca under the “Investigators and research teams” link. The current version is September 26, 2018
NEW STUDIES

New studies submitted for the October 12 meeting:
	1597
	Cindy
	CCTG
	PNC.1 (EA8134) InPACT
	Nicholas Power
	LHRI
	Kaydee Connors

	1642
	Beren
	Merck
	MK-3475-859 (Keynote 859)
	Scott Berry
	SHSC
	Kate Besel



Other Potential New Studies:
	Merck
	MK7902-002
	Jennifer Knox
	UHN

	NRG
	GU-005
	 
	WRH

	COG
	AGCT1532
	
	HSC

	COG
	AHEP1531
	
	HSC




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 23 deadline for the November 9 meeting, and October 15 at the very 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 9 to December 13, 2018 inclusive, provincial (58) and centre (184) continuing review (CR) applications are due by the October 23 deadline for the November 9th 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…

· Notice: Applications for Medical Device Investigational Testing Authorizations – Changes to the Timing of Research Ethics Board (REB) Approval October 1, 2018 
Effective immediately, Health Canada will issue a “Letter of Authorization” for investigational testing of Class III and IV medical devices, if the application meets the requirements stated in Part 3 of the Medical Devices Regulations, although Research Ethics Board (REB) approval may not be available at the time the Investigational Testing Authorization (ITA) application review has been completed.

· New York Times: Top Cancer Researcher Fails to Disclose Corporate Financial Ties in Major Research Journals 
A senior official at Memorial Sloan Kettering Cancer Center has received millions of dollars in payments from companies that are involved in medical research that were not disclosed to the institution or in research articles. This illustrates how permeable the boundaries remain between academic research and industry and the lack of reporting requirements and their enforcement. This is an extraordinary lapse of ethics and good governance. This also hurts all cancer patients who believe the ‘evidence’ and are willing to pay for treatments that may be promoted because of COI bias. 
https://www.nytimes.com/2018/09/08/health/jose-baselga-cancer-memorial-sloan-kettering.html?smprod=nytcore-ipad&smid=nytcore-ipad-share 
https://www.theguardian.com/commentisfree/2018/sep/26/how-big-pharma-payments-can-hurt-cancer-patients?CMP=Share_iOSApp_Other

· New York Times: Sloan Kettering’s Cozy Deal with Start-Up Ignites a New Uproar
A for-profit venture, involving 3 insiders at the hospital, [holding the assets] with exclusive rights to use the center’s vast archive of tissue slides has generated concerns at the nonprofit cancer center, including the use of patient data for a profit-driven venture. 
https://www.nytimes.com/2018/09/20/health/memorial-sloan-kettering-cancer-paige-ai.html

· CISCRP is excited to reveal a video for a new initiative, the Journey to Better Health RV. With the support of Wondros and Janssen, this first-of-its-kind educational vehicle was developed to increase awareness and knowledge of clinical research among diverse communities. View the video below to witness CISCRP's journey across LA. To learn more about this initiative, click here.


Next Web/Teleconference Session

November 2, 2018 @ 9am
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