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Monthly Centre Web/Teleconference Meeting Summary
February 5, 2021@ 9am
ATTENDEES	
	Sites:
	1. Cambridge Memorial Hospital
2. CHEO, Ottawa
3. Grand River Hospital
4. Hamilton Health Sciences
5. Health Sciences North, Sudbury
6. Hospital for Sick Children, Toronto
7. Humber River Hospital, Toronto
8. Kingston General Hospital
9. Lakeridge Health, Oshawa
10. London Health Sciences Centre
11. Markham Stouffville
12. Michael Garron Hospital, Toronto
13. Niagara Health System
14. North York General Hospital
	15. The Ottawa Hospital
16. Royal Victoria, Barrie
17. St. Joseph’s Healthcare, Hamilton
18. Sinai Health System, Toronto
19. Southlake Regional Health Centre, Newmarket
20. Sunnybrook Health Sciences Centre, Toronto
21. Thunder Bay Regional Health Sciences Centre
22. Trillium Health Partners, Mississauga 
23. UHN (PMCC, TGH, TWH), Toronto
24. Unity Health (St. Michael’s/St. Joseph’s), Toronto
25. William Osler Health Centre, Brampton
26. Windsor Regional Hospital
27. Women’s College Hospital, Toronto

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



REGRETS	
	Sites:
	
	 

	OCREB:
	



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/REMINDERS

1. Institutional specific pamphlets/documents – generic documents vs study-specific documents e.g., UHN pregnancy pamphlet for cancer patients[image: ]- and submission/approval requirements

2. Institutional documents/policies for use with e-mail and remote and virtual procedures for research participants – submission requirements for pre-approval:  3CTN also is interested in collaborating on this initiative

3. Participant provided study summaries: submission requirements
· Participant letters- approval is required
· Publications in the public domain – approval is not required

4. Return of results/consent- clarity – consent to be obtained as/when relevant; amendment submission is required if new information suggests that results will be returned

5. Changes to CTO applications- updated OCREB annotations will be provided; in the meantime contact the REC with your questions.

6. As requested by CTO qualified REBs, CTO has added a token to display the current REB approved protocol within the REB approval letters for both the Provincial Continuing Review/CHEER Continuing Review and Centre Continuing Review applications.  

7. Changes to Instruction Guide for ICF authors- addition of incorporation of treatment beyond progression etc., and HIV/Hepatitis testing language

8. Pre screening criteria – reminder

The OCREB policy/principles related to the use of pre-screening consents incorporates the following criteria:
· The pre-screening consent must be informed and voluntary and is justified if it is study specific, and specific to the generation of information that is ‘new’ – i.e., not pre-existing (usually a new bio marker);

· The specific, new information to be generated is required to determine eligibility (not for eligibility);

· The implementation of the pre-screening consent has the potential to screen out a significant number of potential participants;

· In addition:
· The sponsor/provincial PI has incorporated pre-screening into their protocol prior to its submission to OCREB and to the participating centres – i.e., the requirement is sponsor driven to determine eligibility
· The pre-screening consent should apply to all potential participants for the main study. 

Tumour testing for expediency, related to timelines that the sponsor has set, etc., generally does not meet the criteria for pre-screening.  In these instances OCREB requests that the sponsor extend/modify the timelines for the screening period to eliminate the need for pre-testing prior to other screening procedures.
When the use of a pre-screening consent is accepted, it requires the provision of information from the main consent to the participant to ensure that their intent to consider participating in the main study is clear. 
 
In addition, from an ethical perspective, unless there is sufficient justification for a pre-screening consent, the participant should be signing the main consent, to ensure that there is an informed and voluntary decision around participation, knowing that there is the potential to be ‘screened-out’ of the study once the screening procedures are completed and during the course of the study if required.


[bookmark: _GoBack]Other: email/ and oral/virtual consent vs e-consent (web-based): requirements [virtual – not physically present vs remote – physically present]

9. Virtual (oral) consent is conducted virtually rather than in-person and includes both the participant and the research staff. The mechanism for communication may be telephone or virtual and requirements for how this process will be implemented are available {HC guidance} The use of email for providing and receiving the consent may be implemented. An amendment for this process for ongoing studies that are affected by the pandemic is not required although consultation with OCREB is expected and institutional requirements for the use of email must be implemented.

10. The use of a web-based system that has been put in place by the sponsor [e-consent/e-signature] is reviewed at the provincial level and is approved following a review of the process/system, etc. [compliance with US regs]
If a centre is developing their own e-consent/signature platform the details of the platform should be provided for review – it is recommended that this information is provided in a centre-specific document for pre-approval (for implementation in more than one study) Compliance with 21 CFR Part 11 and PIPEDA Secure Electronic signature regulations, Canada Evidence Act. should be assured.

11. An amendment is not required at the provincial or at the centre level when communicating with the participant due to pandemic restrictions –the centre should be documenting consent for this purpose. (collection of email address for communication purposes) and must follow institutional requirements.
Please ensure that appropriate measures to ensure ongoing consent and the confidentiality and privacy protections for this process are in place and documented.

12. When an initial CIA is submitted and the centre requests the use of email for communication purposes– depending on the study- the centre is asked to confirm the institutional policy and process for this purpose. If applicable , pre-approval for this process at the centre-level will be obtained.

Note: care must be taken when communicating via email to ensure that privacy breaches do not occur and that the same levels of confidentiality for the participant are in place.

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 January 2021.


List of Active Studies and Active Study-Centres
For a list of active studies and active study-centres, contact the OCREB office.


NEW STUDIES

New studies submitted for the February 12, 2021 meeting:
	CTO ID
	REC
	Sponsor
	Study ID
	PI
	PA
	Study Contact (PA)

	3430
	Carrie
	CCTG
	OV.26
	Helen McKay
	SHSC
	Nithla Mohanathas

	3325
	Cindy
	PHRI
	PHRI.SCHOLAR-2
	Darryl Leong
	PHRI
	Wala Elshikh

	3399
	Aurora
	UHN
	PLAN
	James Khan
	UHN
	Nour Ayach

	3435
	Cindy
	Roche
	GO42661 (IMbrave151)
	Elena Tsvetkova
	LHSC
	Mary Beth Husson

	3469
	Carrie
	Merck
	KEYNOTE-B61 
	Srikala Sridhar
	UHN
	Pauline Susanto

	3502
	Beren
	AZ
	D967JC00001
	Philippe Bedard
	PMCC
	Ailin Mao

	3515
	Beren
	IIT 
	Met Med Can 
	Donald Mabbott
	HSC
	Cynthia de Medeiros

	3498
	Aurora
	IIT
	PATRON
	Glen Bauman
	LHSC
	Catherine Hildbrand

	3510
	Carrie
	OCOG
	OCOG-2021-ELISA 
	Mark Levine
	OCOG
	Donna McCarty

	3518
	Aurora
	POINT BioPharma
	PBP-301 / SPLASH
	Aaron Hansen
	PMCC
	Niwethaa Nadesan

	3522
	Cindy
	IIT
	OZM-116  / DSV GvHD 
	Arjun Law
	PMCC
	Aleksandra Topalovch

	3513
	Cindy
	Roche
	IMbrave251-MO42541 
	Jennifer Knox
	PMCC
	Ligi Anil




Other Potential New Studies:
	CTO ID
	REC
	Sponsor
	Study ID
	PI
	PA
	Study Contact (PA)

	3508
	
	ROCHE
	BO42843 - IMvigor011 
	Prashant Jani
	HSN
	Alicia Groom

	3503
	
	OHRI
	OTT 20-11
	Angel Arnaout
	TOH
	 

	
	
	COG
	AGCT1532
	
	HSC
	

	
	
	COG
	ANHL1931
	
	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 February 23 deadline for the March 12 meeting, and February 15 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 March 12, 2021 Meeting
For studies expiring March 12 to April 8, inclusive, provincial and centre continuing review applications are due by the March 23 deadline for the April 9 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…

· OICR Patient and Family Advisory Council
The Ontario Institute for Cancer Research (OICR) is proud to be establishing a Patient and Family Advisory Council (PFAC). The OICR PFAC will be the patient-focused advisory body for the Institute and will have a critical role in helping it become a patient-partnered organization.
The OICR PFAC will co-develop the first OICR-wide patient partnership plan, identify and prioritize patient partnership opportunities within OICR, and advise on how to implement and measure patient partnership activities.
https://oicr.us15.list-manage.com/track/click?u=54fb380abd3cb4f7ea271cf4d&id=c599256b20&e=f8e3be7dc4

· CTTI : transforming trials 2030 

	

			Learn More About Transforming Trials 2030 








· The Canadian Cancer Trials Group (CCTG) is currently seeking applications for a Patient Representative for the Head and Neck Disease Site Committee (cancer inside the nose, throat or mouth). To download an application form please click here

This is a volunteer role for membership on the Head & Neck General Committee, the Head & Neck Executive Committee, and the CCTG Patient Representative Committee.  Patient Representatives participate in all aspects of their Site Committee activities, and collectively all Site Committee Patient Representatives make up the CCTG Patient Representative Committee.
The role of Patient Representatives at CCTG is to represent the perspective of patients and their families, and the public at large, in the development and delivery of clinical trials. The goal is to team with health care professionals/researchers to advance outstanding research in the treatment, care, and prevention of cancer to improve patient outcomes by assisting in identifying patient priorities, outcomes that are important to patients, and patient barriers.


Questions:

A. Since onsite monitoring has been and continues to be a challenge, we would like to find out the best way to update consent forms to include language regarding the addition of ‘remote’ and ‘virtual’ monitoring. 

This would include as examples:
1. when monitors would review source documentation with the site personnel in real time (i.e. screen sharing of source documentation at pre-determined time points) - virtual
1. when monitors are granted access by the institution to conduct remote monitoring of the EMR with strict access policies in place - remote

Response: OCREB does not require that the consent be modified with this information; the new template does not contain specific information re the monitoring.


B. Tracked version of IB addendum – no clean copy provided
Response: accepted

Next Web/Teleconference Session

To be announced – please check www.ocreb.ca
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