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Monthly Centre Web/Teleconference Meeting Summary
September 7, 2018 @ 9am
ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Hamilton Health Sciences 
· Juravinski Cancer Centre
· McMaster Pediatrics
3. Hospital for Sick Children, Toronto
4. Kingston General Hospital
5. Lakeridge Health, Oshawa
6. London Health Sciences Centre
· Children’s Hospital
7. Markham Stouffville
	8. Niagara Health System
9. North York General Hospital
10. The Ottawa Hospital Cancer Centre
11. Sunnybrook Health Sciences Centre, Toronto
· Clinical Trial Services
12. Trillium Health Partners, Mississauga 
13. UHN - Princess Margaret Cancer Centre, Toronto
· Clinical Trial Support Unit
· Medical Oncology & hematology

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



REGRETS	
	Sites:
	14. Cambridge Memorial Hospital
15. Grand River Hospital
16. Health Sciences North, Sudbury
17. Humber River Hospital, Toronto
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. Thunder Bay Regional Health Sciences Centre
26. William Osler Health Centre, Brampton
27. Windsor Regional Hospital
28. Women’s College Hospital, Toronto

	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

New National Consent Form Template
The National Consent Form Working Group (NCWG) - chaired by the OCREB Research Ethics Officer - is a joint effort between OCREB and its affiliated Ontario centres, and CCTG, the BC Cancer Agency REB, and representatives from organizations in Alberta, Saskatchewan, Ontario and Newfoundland. The mandate of the group is to develop oncology consent form templates that can be adopted nation-wide by REBs and health sciences researchers. The templates must be compliant with best practices, national standards and applicable regulations and ethics guidelines, and should align with established templates when appropriate. The NCWG encourages broad implementation of the templates to promote harmonization and to facilitate consistency in information provided to research participants across Canada. 

The first draft of the ICF template is close to completion following several months of work by the NCWG.  Once the document has been reviewed internally, and by CCTG including a lay review, the committee will proceed to finalize the draft.  It is anticipated that the final version will be completed in October.

OCREB to Adopt N2/CAREB REB SOPs
The adoption of the N2/CAREB REB SOPs will be finalized this month. The SOPs are substantially similar to the current OCREB SOPs and will be adopted as-is. Addenda will be included to address the provincial/centre review process. OCREB will send out a notification when the SOPs are posted, but keep an eye on the OCREB “What’s New?” web page as well.

CGSB Withdraws REB Standard 
In accordance with Standards Council of Canada requirements, the CGSB has withdrawn the REB standard. The standard was due for its 5-year review in 2018 and the sponsor of the standard is no longer funding the standard development process, thus the CGSB can no longer claim that the standard is current and accurate. To view the CGSB notice, go to http://publications.gc.ca/site/archivee-archived.html?url=http://publications.gc.ca/collections/collection_2017/ongc-cgsb/P29-191-001-2013-eng.pdf. 

Health Canada decided not to continue its support of renewing the standard because it did not seem to be necessary at this time, especially given the different provincial initiatives over the last few years, and because the CCTCC REB Accreditation working group did not support a pan-Canadian REB accreditation system based on the standard. However, Health Canada has not withdrawn support for the standard. The standard is referenced in the CTO REB Qualification program as well as the CAREB/N2 SOPs. In our assessment, it continues to be relevant. 

OCREB Annual Report
A final draft of the OCREB Annual Report for 2017-18 is under final review. We expect to post the report to the OCREB website by the end of day Friday, September 7 or early the week of September 10. As always, we will review the report briefly at one of the monthly centre web sessions. Check the “What’s New?” or the Publications pages for updates.

Submission of DSMB/C Reports
Please make every effort to submit DSMB/C reports in a timely fashion. Typically, the reports are submitted as Provincial Reportable Events (PRE); however, the Provincial Continuing Review (PCR) application asks for the DSMB/C report if the most recent on has not been submitted yet, or the PRE reference number if it has been submitted. If the DSMB/C report is appended to the PCR, it is not necessary to submit it again as a PRE. It will be acknowledged in the PCR approval letter.

PI Unavailable to Sign Application
When the PI is not available to sign an application in a timely fashion, particularly CR applications, the study staff should determine if they have the authority to sign on the PI’s behalf. If the PI has delegated REB submission activities to the individual and the application form signature falls within the scope of that delegation, instead of requesting the PI’s signature, sign the application in the PI’s absence without requesting a signature. Please discuss with your PI(s) and adjust the delegation record accordingly.

NRG Audit Findings
Following several NRG/RTOG audits in August, and after discussions with the centres and with NRG staff, please note the following recommendations.
· When preparing the consent for submission, try to retain the language in the NRG consent form with modifications only as required – e.g., confidentiality
· If the information is not in contradiction to the OCREB template then retain;
· Provide copy of the NRG consent with the submission, if available.


REMINDERS

Amendments and Meeting Deadlines
Please ensure that amendments are submitted on or before the meeting deadline. If they are received after the deadline, it might not be possible to accommodate those requiring Full Board review on the next meeting agenda.

Continuing Review Reminders
CR applications should be submitted as close to the relevant meeting deadline as possible. CTO Stream sends automatic courtesy reminders 45, 30 and 15 calendar days before the expiry date. However, the reminders do not always coincide with the appropriate meeting deadline. In addition, once the CR is submitted, the reminders do not stop until the CR is approved. 

OCREB Controlled Honour System for Consent Forms & Recent Memo
Despite a change in its online system, all OCREB requirements as found in its policies, procedures and consent form templates remain in effect. This includes the pre-approval of all centre-specific consent forms without the requirement for OCREB review. In preparing centre consent forms, all centres will make authorized administrative changes to the approved provincial consent form. Therefore, answer “Yes” to CIA Question 4.6 “Does this centre require any changes (other than inclusion of centre letterhead and local contact information) to the approved provincial consent form(s)?” and add the following statement to “Explain” the changes: “See OCREB Guidance for pre-approved administrative changes.

For details regarding OCREB’s pre-approved consent form process, Refer to the Guidance for pre-approved administrative changes accessible on OCREB’s website at Guidelines Templates and SOPs.

For the 23 centres exempt from CTO consent form screening: 
Those centres that are exempt from CTO consent form screening received individual memos, with additional guidance on how to handle the mandatory consent form upload fields in the CIA (see below). The memo was sent to the oncology trial managers, study staff and institutional representative(s) as identified by CTO.

“To facilitate compliance with OCREB’s long-standing controlled honour-system for the implementation of consent forms at the centre and to avoid confusion, please do NOT upload the centre consent forms to the Centre Initial Application (CIA). Because the application requires uploads for CIA Questions 4.7 and 4.8, instead upload the memo provided by OCREB. If you did not receive a memo, you must continue to upload your centre consent forms. However, they are not reviewed by OCREB.”


OCREB Membership Changes 
The OCREB membership lists are posted to www.ocreb.ca under the “OCREB Meetings and Membership” link. The list was last updated on August 1, 2018. 


List of Studies and Study-Centres
The list of active studies and study-centres is posted to www.ocreb.ca under the “Investigators and research teams” link. The current version is September 4, 2018.


NEW STUDIES

New studies submitted for the July meeting:
	1578
	Beren
	NRG
	NRG-BN003
	Barbara Fisher
	LHRI
	Mary Beth Husson

	1573
	Aurora
	Novartis 
	CDRB4356F2410
	Ong
	TOH
	Lisa Turiff

	1575
	Kathie
	Fusion 
	FPX-01-01
	Rosalyn Juergens
	HHS
	Yvonne Kinrade

	1571
	Beren
	Merck
	MK3475-0716 (KEYNOTE 716)
	Teresa Petrella
	SHSC
	Carolyn Lim

	1491
	Cindy
	Pfizer
	B1371019
	Andre Schuh
	UHN
	Irene Tang

	1565
	Kathie
	Astellas
	7465-CL-0301
	Srikala Sridhar
	UHN
	Stephanie Tropiano

	1585
	Aurora
	Merck
	MK-3475-587 (KEYNOTE-587 ext)
	Marcus Butler
	UHN
	Stephanie Tropiano

	1570
	Cindy
	CUOG
	PEACE III GU - EORTC-1333-GuCG
	Eric Winquist
	LHRI
	Mary Beth Husson



New studies submitted for the August meeting:
	1547
	Aurora
	Astellas
	8951-CL-0301 
	Derek Jonker
	TOH
	Lisa Turiff

	1587
	Kathie
	Purdue
	CAN-PRO-NEPA-001 (EVOLVE)
	Hamid Mithoowani
	GRH
	Carol Ballantyne

	1588
	Kathie
	LRCP (IIS)
	RADIO 
	Sara Kuruvilla
	LHRI
	Mary Beth Husson

	1596
	Beren
	CCTG
	IND.235 
	Michael Vickers
	TOH
	Lisa Turiff

	1600
	Aurora
	Clovis
	CO-338-087 (ATHENA)
	Amit Oza
	UHN
	Bonnie Kwan

	1602
	Aurora
	Sierra
	SRA737-01 / OZM-093
	Amit Oza
	UHN
	Bonnie Kwan

	1603
	Cindy
	CCTG
	CE.7 
	David Shultz
	UHN
	Nanthini Tharahan

	1607
	Beren
	CCTG
	CRC.8
	Michael Vickers
	TOH
	Lisa Turiff

	1609
	Cindy
	CCTG
	IND.236
	Phillipe Bedard
	UHN
	Nanthini Tharahan



New studies submitted for the September meeting:
	1598
	Cindy
	IIS (MCRN)
	MCRN 007
	Suzanne Trudel
	UHN
	Saima Dean

	1606
	Aurora
	GSK
	GSK205801
	Adrian Sacher
	UHN
	Sabina Naqvi

	1616
	Beren
	COG
	ANBL1531
	Daniel Morgenstern
	HSC
	Nivetha Ramachandran

	1619
	Beren
	Merck
	MK-3475-826-00
	Stephanie Lheureux
	UHN
	Bonnie Kwan

	1621
	Kathie
	BMS
	CA224-061
	Elena Elimova
	UHN
	Stephanie Tropiano

	1622
	Aurora
	GSK
	INDUCE 2 - 207871
	Aaron Hansen
	UHN
	Mohammad Ahmad

	1630
	Cindy
	IIS (MCRN)
	MCRN 009
	Vishal Kukreti
	UHN
	Saima Dean

	1636
	Kathie
	CCTG
	IND 237 
	David Cescon
	UHN
	Nanthini Tharahan




Other Potential New Studies:
	 
	TAS-120
	Mark Doherty
	SHSC
	Kate Besel

	Merck
	MK7902-002
	Jennifer Knox
	UHN
	 




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. If you need to submit the CR earlier due to absences or other reasons, please contact the responsible OCREB REC.

Continuing Review (CR) Applications due for the October Meeting
For studies expiring October 12 to November 8, inclusive, provincial (14 PCR) and centre (39 CCR) continuing review applications (total of 53) are due by the September 25 deadline for the October 12 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…

1. When Genetic Diseases Threaten Patient Privacy Do children have a right to their parents’ medical information?
https://www.theatlantic.com/science/archive/2018/07/when-genetic-diseases-threaten-patient-privacy/564848/ 
2. View US OHRP informational videos for research participants (clinical trials, questions to ask, IRBs): 
www.hhs.gov/ohrp/education-and-outreach/about-research-participation/informational-videos
3. View the US OHRP revised Common Rule videos at:
www.hhs.gov/ohrp/education-and-outreach/revised-common-rule/revised-common-rule-videos
4. Global Alliance for Genomics & Health: Maintaining public trust in use of Big Data for Health Science 
5. General Data Protection Regulation (GDPR)
Nature Journal - Science needs clarity on Europe’s data-protection law
As a commendable European law on personal data comes into force, the research community must not let excessive caution about data sharing, however understandable, become the default position.

Next Web/Teleconference Session

October 5, 2018 @ 9am
Teleconference 2018-Sept-07		Page 1 of 4
image1.jpeg
@ ocreb




