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Monthly Centre Web/Teleconference Meeting Summary
Friday, February 7, 2020 @ 9am
ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Hamilton Health Sciences
3. Hospital for Sick Children, Toronto
4. Lakeridge Health, Oshawa
5. North York General Hospital
6. The Ottawa Hospital
7. Royal Victoria, Barrie

	8. Sunnybrook Health Sciences Centre, Toronto
9. Thunder Bay Regional Health Sciences Centre
10. Trillium Health Partners, Mississauga 
11. UHN (PMCC, TGH, TWH), Toronto


	OCREB:
	Beren Avci, Aurora de Borja, Carrie Li,  Janet Manzo, Cindy Sandel, Alison van Nie



REGRETS	
	Sites:
	12. Cambridge Memorial Hospital
13. Grand River Hospital
14. Health Sciences North, Sudbury
15. Humber River Hospital, Toronto
16. Kingston General Hospital
17. London Health Sciences Centre
18. Markham Stouffville
19. Michael Garron Hospital, Toronto
20. Niagara Health System

	21.  St. Joseph’s Healthcare, Hamilton
22. Sinai Health System, Toronto
23. Southlake Regional Health Centre, Newmarket
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:
	Yooj Ko (Chair)



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

Survey of Centre practices to support genetic testing results
OCREB has been working to develop guidelines for the review of hereditary cancer syndromes identification through research studies in order to determine the likelihood of returnable, actionable results. The guidelines are based on the type of study, the study population, the study intervention and the sample analyses. In order to determine the feasibility of determining and returning potentially actionable results, the implications for the participating centres must be evaluated.

Question for centres: When there is the likelihood/possibility/feasibility of the return of actionable genetic results, requirements typically include confirmatory clinical testing at the participating centre, and the provision of genetic counselling.  What resources are available at the centre for these activities?

New ICF Template
The National Consent Working Group [NCWG] is preparing to release the new ICF template. The roll out will include notification to sponsors and cooperative groups, centres and other stakeholders, followed by gradual implementation beginning with CCTG studies and followed by other cooperative group - sponsored studies.

REB of Record Agreements
As of February 1, 2020 when the new CTO Participation Agreements and associated Inter-Institutional Agreements (IIA) came into effect, the REB of Record Agreements will no longer be used. Any Centre Initial Application (CIA) that was submitted before February 1, 2020 requires the use of an REB of Record Agreement even if the CIA is not approved yet.


REMINDERS

Controlled Honour System for Centre Consent Forms
Centres should not submit their centre-specific consent forms [including consent updates] to OCREB. This applies to Centre Initial Applications (CIAs), as well as to Provincial Amendments (PAMs) involving consent form changes.

Similar to other central REBs – most notably the US National Cancer Institute Central IRB (NCI CIRB) – OCREB has had a long-standing controlled honour system for the implementation of consent forms at participating centres. OCREB’s policy is to approve the provincial consent forms, which subsequently are adopted by all participating centres, ensuring that participants in Ontario receive the same information. Centres are authorized to apply only pre-approved administrative changes to the consent forms (see Guidance for pre-approved administrative changes [May 5, 2017], as well as any centre-specific changes that have been pre-approved formally by OCREB. 

OCREB conducts periodic quality assurance monitoring of signed consent forms to ensure compliance with the OCREB requirements.

Distribution List for teleconferences and Study Contacts in CTO
Please note that the distribution list for the monthly teleconference is based on a report that provides the email addresses for all OCREB-related accounts in CTO Stream that are associated with centre and provincial study staff roles (including individuals with editable and read only access). Anyone receiving the teleconference emails in error are asked to ignore them. If you wish to modify your access/role in CTO Stream please contact CTO Stream Support.

When study staff changes, there is a requirement to submit a study specific amendment – CAM- at the centre level and a provincial amendment – PAM- at the provincial level, as applicable. If the staffing changes are not recorded in the system, the OCREB RECs have difficulty identifying the appropriate study staff for follow-up, e.g., CRs, resulting in lapses in the approval status for the centre.

Recruitment Materials and Media releases
1. Which recruitment materials must be submitted to the REB? 
It’s not always clear-cut.  Letters to other clinicians are not required, only direct participant information which includes recruitment posters, pamphlets, etc. When in doubt please consult with OCREB.

2. When should a media release be submitted to OCREB? 
· If the release describes a study, reviewed by OCREB, that is in progress, for example, and if the article includes information that might precipitate requests from individuals to inquire about the study, please submit the release. 
· In addition, OCREB requires the review of any information that might present the study in a manner that may be not representative of the study or of the potential benefits and risks of the study. 

April OCREB Meeting
Because Good Friday falls on the regular OCREB meeting date, the April OCREB meeting was moved to Friday, April 3, and the deadline for submissions is Tuesday, March 17.

Updated SOPs and Addenda – effective January 1, 2020
With the adoption of the updated N2/CAREB SOPs, the revised SOPs and OCREB addenda went into effect January 1, 2020. To view the SOPs and addenda, go to https://ocreb.ca/about-ocreb/guidelines-templates-and-sops/. Only those SOPs highlighted in yellow in the Table of Contents were revised. The changes were minor.

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 February 1, 2020. 

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 January meeting:
	1993
	Beren
	COG
	AALL1732
	[bookmark: _GoBack]Johann Hitzler
	HSC
	Nicole Cooseelal

	2007
	Beren
	CCTG
	ENC.1/NRG-GY018
	Stephen Welch
	LHSC
	MaryBeth Husson

	2013
	Cindy
	Roche
	BP41628
	Anna Spreafico
	UHN
	Sonya Nakoneczny

	2014
	Cindy
	IIS
	SABR-COMET-3
	David Palma
	LHSC
	MaryBeth Husson

	2018
	Aurora
	Merck
	MK-1308-001
	Anna Spreafico
	UHN
	Shelly Ke

	2020
	Carrie
	CPCD (Probe)
	CPD-002
	Glenn Bauman
	LHSC
	Catherine Hildebrand

	2030
	Carrie
	OCOG
	OCOG-2019-RHEAL
	Mark Levine
	HHS
	Donna McCarty



New studies submitted for the February meeting:
	1986*
	Aurora
	IIS
	VL-PTC (thyroid)
	Anna Sawka
	UHN
	Anna Sawka

	1991
	Cindy
	PMHC
	CAN-STAMP (OZM-110) 
	Amit Oza
	UHN
	Bonnie Kwan

	2025
	Cindy
	FibroGen
	FGCL-3019-087
	Grainne O'Kane 
	UHN
	Niwethaa Nadesan

	2039
	Carrie
	Merck
	MK-3475-991 (KEYNOTE-991)
	Michael Ong
	TOH
	Lisa Turriff

	2051
	Cindy
	Lilly
	OCEL-01(a)
	Amit Oza
	UHN
	Bonnie Kwan

	2056
	Beren
	GSK
	207503 (DREAMM 7)
	Chai Phua
	LHSC
	Maisam Abouzeenni

	2057
	Carrie
	Merck
	MK-6482-005
	Aly Khan Lalani 
	HHS
	Yvonne Kinrade

	2060
	Beren
	IIS
	OTT 19-07
	Michael Ong
	TOH
	Lisa Turriff

	2061
	Aurora
	CCTG
	LY.18
	Anca Prica
	UHN
	Nanthini Tharahan

	2062
	Beren
	IIS
	Orator-3 Head and Neck
	Danielle MacNeil
	LHSC
	Mary Beth Husson

	2064
	Aurora
	CCTG
	MAC.25
	Phillippe Bedard
	UHN
	Nanthini Tharahan


*met criteria for delegated review

Other new studies submitted:
	2055
	Beren
	Novartis
	CACZ885T2301 (CANOPY-A)
	Marc DePerrot
	UHN
	Jennifer Lister

	2079*
	Cindy
	IIS
	REaCT-BMA Survey 
	Terry Ng
	TOH
	Lisa Vandermeer

	2080*
	Cindy
	IIS
	REaCT-Hot Flashes Survey 
	Mark Clemons
	TOH
	Lisa Vandermeer


*met criteria for delegated review

Other Potential New Studies:
	COG
	AGCT1532
	 
	 
	 

	COG
	ANBL1821
	 
	 
	 

	COG
	ACCL1633 
	Donna Wall
	HSC
	Abongnwen Abianui

	IIS
	WOO-BET
	Angel Arnaout
	TOH
	 

	AZ
	D9106C00001
	Hamid Mithoowani
	GRH
	Atif Siddiqui 




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 25 deadline for the March 13 meeting, and not before February 17). 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 13, 2020 Meeting
For studies expiring March 13 to April 2, inclusive, provincial and centre continuing review applications are due by the February 25, 2020 deadline for the March 13 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…

· UCLA Guidance and Procedure: Recruitment and Screening Methods and Materials: http://ora.research.ucla.edu/OHRPP/Documents/Policy/5/Recruitment.pdf 

The research team and the REB will need to consider the following ethical questions when evaluating recruitment strategies:  
· Equitable selection of participants   

· Respect for privacy

· Lack of pressure

· Unbiased presentation
 
· The “Therapeutic Misconception:” Patients tend to believe a clinical trial—or anything proposed by health care providers—will benefit them, even if they’re told there is no assured  benefit. Does the recruitment strategy work to counteract this misconception?  

· Conflicting concerns:  
· Prospective participants may prefer that someone involved in their care contact them about research, but they may find it hard to say “no” to a care provider.  
· Clinicians may find their clinical judgment in conflict with a desire to enroll patients in their research

Health Canada Participant Material Requirements
There is a requirement to ensure that clinical trial recruitment materials are not considered as advertisements/promotional materials – i.e., they must be non-promotional.
Link to the HC website: 
http://www.hc-sc.gc.ca/dhp-mps/advert-publicit/pol/actv_promo_vs_info-eng.php#Clinical

An announcement that is intended to assist in the recruitment of patients or clinical investigators for a clinical trial, including an Open-label or Treatment IND, may be a non promotional activity in the following circumstances:
· the intent of the announcement is clearly identified as being for recruitment of clinical trial participants,
· the announcement indicates the patient profile required (the disease/symptoms to be treated, age, etc.),
· the announcement includes a telephone number for obtaining further information that is related only to the clinical trial, and
· in the case of patient recruitment, no reference is made to the drug manufacturer's name, or to the name of the drug under investigation.

In contrast, an announcement used in the recruitment of clinical trial participants (patient and investigator) may be advertising where any of the aforementioned conditions are not met, or where other factors indicate that the primary intent of the announcement is to promote the sale of a drug, for example:
· the announcement makes claims respecting the safety and efficacy of the drug, or
· the announcement draws a comparison with other treatments.

The decision by the board to request the removal of commercial sponsor/pharmaceutical company logos from all participant materials is an extension of the Health Canada policy which is directed at recruitment materials for clinical trials – i.e., distinguishing between promotional and non-promotional materials in this context.

The board extended the above recommendation to all participant materials (for e.g., diaries, questionnaires, bags provided by the sponsor for carrying study supplies, etc.), to ensure that there was no probability of an association with promotion of the pharmaceutical company and/or its products. The name of the sponsor/pharmaceutical company is included in the consent form.

If the sponsor is unable to remove identifying information from the material(s), the participating centres are required to redact the information by, for e.g., covering it with a sticker, using an indelible marker.

· https://www.ga4gh.org/news/omicsxchange-podcast-episode-2/ 7th Anniversary of Global Alliance Genomics and Health [GA4GH]: An Interview with Peter Goodhand and Ewan Birney

· NIH Online Tool Strengthens Protocol Collaboration: protocol writing tool developed by NIH and TransCelerate: 
https://www.centerwatch.com/articles/24509-nih-online-tool-strengthens-protocol-collaboration 

· The Agencies plan to release the final version of the research data management policy in early 2020, with “…phased-in implementation that aligns with the state of readiness of the Canadian research community": http://www.science.gc.ca/eic/site/063.nsf/eng/h_547652FB.html?OpenDocument 

Overall, the consultation [end date 2018] revealed strong support for the underlying principle of the policy—that research data collected through the use of public funds should be responsibly managed and, where appropriate, available for reuse by others. Feedback and questions were clustered around the following six themes:

1. Policy objectives, scope and implementation timeline
2. Research data management in the context of Indigenous research
3. Institutional strategies
4. Data management plans
5. Data deposit
6. Monitoring and compliance

Research data management supports the effective and responsible conduct of research and increases the ability to store, find and reuse research data. A strong culture of data management will serve Canadian research excellence, support discovery and fuel innovation. It will also benefit Canadian researchers who are working in international partnerships and collaborations, as other funders around the globe are implementing and strengthening their data management requirements.

Recognizing this, the agencies are committed to fostering a robust environment for data management in Canada and internationally, and to ensuring that Canadian researchers are well positioned to contribute to, and capitalize on, data-intensive science and scholarship. To support these commitments, the agencies expect the researchers they fund to manage their research data with the goal of maximizing benefits for the research community and the Canadian public.

Over the coming months, the agencies will continue to develop the policy and implementation plans in light of stakeholder feedback. The agencies plan to release the final version of the policy in early 2020, with phased-in implementation that aligns with the state of readiness of the Canadian research community.


Next Web/Teleconference Session

March 6, 2020 @ 9am
Teleconference 2020-Feb-07		Page 3 of 5
image1.jpeg
@ ocreb




