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Monthly Centre Web/Teleconference Meeting Summary
June 1, 2018 @ 9am
ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Grand River Hospital
3. Hamilton Health Sciences
· Juravinski Cancer Centre
4. Health Sciences North, Sudbury
5. Hospital for Sick Children, Toronto
6. Lakeridge Health, Oshawa
7. London Health Sciences Centre
· LRCP
8. Markham Stouffville
	9. The Ottawa Hospital
· Cancer Centre
10. Southlake Regional Health Centre, Newmarket
11. Sunnybrook Health Sciences Centre, Toronto
· Odette Cancer Centre
12. Trillium Health Partners, Mississauga 
13. UHN - Princess Margaret Cancer Centre, Toronto
· Drug Development Program
· Medical Oncology & hematology
14. Windsor Regional Hospital

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



REGRETS	
	Sites:
	15. Cambridge Memorial Hospital
16. Humber River Hospital, Toronto
17. Kingston  General Hospital
· Kingston General – Pediatrics 
18. Michael Garron Hospital, Toronto
19. Niagara Health System
20. North York General Hospital
21. Royal Victoria (Barrie)
	22. St. Joseph’s Healthcare (Hamilton)
23. St. Joseph’s Health Centre (Toronto)
24. St. Michael’s Hospital, Toronto
25. Sinai Health System, Toronto
26. Thunder Bay Regional Health Sciences Centre
27. William Osler Health Centre, Brampton
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. 

NOTEWORTHY ITEMS 

A place for sharing new information, updates and other noteworthy items affecting the research community…

1. Sex and gender in research: new video for peer review of research 
http://www.cihr-irsc.gc.ca/e/49347.html; http://www.cihr-irsc.gc.ca/e/50833.html 

2. Update: NIH opens nationwide enrollment for precision medicine initiative 
From STAT News: A massive precision medicine initiative that has been years in the making from the National Institutes of Health is being rolled out at last. The All of Us initiative, which will be launched on May 6, aims to compile detailed health profiles of 1 million Americans, with a special focus on communities historically underrepresented in biomedical research.

3. NIH’s Francis Collins on gene-editing, a missed calling, and what he’d change about science
If 7-year-old Francis Collins had his way, we might never have seen the Human Genome Project.
Interview with NIH's Francis Collins on Gene-Editing
 
4. Right to Try legislation https://www.cbsnews.com/news/right-to-try-bill-trump-jordan-and-laura-mclinn/ 

5. May 10, 2018 N2 CITI News. N2 is pleased to announce the release of the ICH E6 R2-GCP updated Good Clinical Practice (GCP) Basic Course. The 10-module course is now available through the Collaborative Institutional Training Initiative (CITI). Previously 13-modules, this 10-module course discusses good clinical practice as it relates to clinical trials. The discussion is focused on the International Council for Harmonization (ICH)-E6 (R2) guidelines and applicable regulations in Canada such as Health Canada-Division 5, and The Tri-Council Policy Statement 2. 

6. Health Canada Notice May 11, 2018: As a standing regulatory member of the International Council for Harmonisation (ICH), Health Canada is committed to the adoption and implementation of ICH guidance. By way of this Notice, Health Canada is advising of its intent to implement the Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice E6(R2). The target date for full implementation of ICH E6(R2) has been extended to April 1, 2019 to allow sufficient time for the training of regulators and stakeholders, which will also include training of ICH E17: Multi Regional Clinical Trials. Canadian researchers should refer to this version, rather than the original guideline on the ICH web site.

7. A St. John’s biotechnology firm challenging Health Research Ethics Authority for Newfoundland and Labrador (HREA) and Health Research Ethics Board in court: 
· St. John's biotechnology firm takes regulator to court
· St. John's company wants court to speed up application process for genome project 
· Ethics board roadblocks pushing genetic research company out of N.L., CEO says 


NOTICES

Welcome to New REC
Beren Avci started on May 14 as a 4th REC, replacing Victoria Shelep. Beren comes with strong experience in clinical research, including almost 5 years in clinical trials project management at SickKids.

OCREB Stakeholder Survey Results
Surveys were sent recently to Sponsors/CROs and to Researcher/Research Teams as part of a bi-annual process to gather feedback on current OCREB processes and to establish areas for improvement. Although there were a small numbers of respondents, the responses offer important and relevant information, which will help to inform OCREB practices. In general, there were positive results for most assessments on the survey, but some issues on which to focus include:
· more consistent/standardized reviews of applications and documents; 
· timeliness is an issue; too much back and forth with new issues added each time;
· inconsistencies/variations in responses and requests for changes; 
· tracked changes and issues with this process are delaying approvals; 
· too much focus on administrative details (frustrating) and trivial issues; 
· inappropriate requests in the context of the study; 
· consent templates are not flexible enough;
· difficulties negotiating issues/language in the consent;
· difficulties finding centres to act as Provincial Applicants;
· mixed responses to the relevance of education at the teleconferences, and a request to move the pragmatic issues into the first section of the teleconference.

Please provide Alison van Nie with any comments on the survey results or additional suggestions.

Starting with the September 7 meeting, we will reverse the order of the agenda to provide the pragmatic information first. The education portion will be moved to the last half of the session.

During and after the session, we received feedback indicating that many of the attendees consider the education part of the sessions to be relevant and interesting. Study staff often don’t have time to look into news or hot topics related to their jobs, so Alison’s efforts in communicating these very important issues are appreciated. Some staff include these sessions as continuing education credits.
Who ya gonna call?
The OCREB RECs often have difficulty figuring out to whom to direct questions on submissions in CTO Stream because the main contact may not responsible for the submission, or in some cases, has been on leave of gone from the organization. We are aware that it would require the submission of an amendment and extra manual work for everyone to change the main study contact for each study. Some centres have provided us with a central clinical trial mailbox to triage requests from the OCREB REC and direct the query appropriately. If applicable, please send us your central email address, alternatively please advise us of your designated contact person.

CTO Institutional requirements (aka DIER) and OCREB Controlled Honour System
Similar to other central REBs - most notably the US National Cancer Institute Central IRB (NCI CIRB) - for over eight years, OCREB has had a 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 by OCREB. Those changes may include institutional requirements provided to CTO (DIER), which, along with their supporting rationale, must be approved by OCREB prior to their inclusion in the centre-specific consent forms. The OCREB pre-approval process means that the submission of centre specific consent forms to OCREB is not required. OCREB does not review the centre consent forms. Instead, OCREB conducts periodic quality assurance monitoring of signed consent forms to ensure compliance with the OCREB requirements.

For those centres that do not have any institutional requirements (aka CTO DIER)/pre-approved OCREB changes, we will prepare a memo to upload instead of uploading the consent forms.

CTO Stream Notices
Sites have indicated that they are being overwhelmed by the number of emails from CTO Stream, many that have nothing to do with the site, thus creating the potential to miss emails that do require the site’s attention. Are there suggestions for limiting the notices that can be sent to CTO as a group? 


REMINDERS
Consent form content
Please remember that only OCREB pre-approved, centre-specific consent changes applied to the approved provincial documents are permitted, along with the specified administrative changes as found in the Guidance document.

Because CTO has accepted institutional requirements that may relate to changes to the consent that OCREB has not approved and/or been requested to review, there may be discrepancies between the CTO requirements document for your centre and the OCREB pre-approved changes. This has been noted by some centres and has been causing some confusion, especially since the centre is required to submit their centre-specific ICFs with the CIA. Please note that OCREB is not reviewing or approving centre-specific ICFs, and continues to mandate the adoption of the provincially approved ICFs by the centres without any changes except for those pre-approved, as noted above. Making unauthorized changes to centre consents results in the implementation of an unapproved centre consent form. 

Reminder about administrative changes to consent forms:
· Spacing, double periods, other minor formatting: centres are authorized to correct spacing and pagination issues, such as when a bolded heading of a paragraph is hanging at the bottom of the page and adding a line space would push it to the following page.
· Study ID missing from footer: NB CCTG consent forms
· Spelling: centres are authorized to correct spelling errors; however, please email the responsible OCREB coordinator to alert them so they can have the Provincial Applicant correct the provincial consent form at the next opportunity.
· NOTE. Centres are not authorized to correct potential grammatical errors as this might change the intent of the messaging. Please contact the responsible OCREB coordinator if you find grammatical errors. Please refer to the Guidance for pre-approved administrative changes at OCREB Guidelines & Templates and contact Alison van Nie if you have any questions. 
Annotated Application Forms
Please let us know if you have any comments on the annotated application forms that are posted on the www.ocreb.ca website. The annotated forms are meant to assist in the completion of the applications by clarifying the questions and expected responses. This should help to reduce the number of applications that are sent back for changes. If you have suggestions for additional annotations, please submit them to one of the research ethics coordinators.

OCREB Training
An OCREB training session is scheduled for June 14 @ 10am for about 1.5 hours. The session will provide information on how OCREB works, and will include a review of the annotated CTO application forms. You may attend via web or in person. If you are interested in attending, please contact Aurora at Aurora.deborja@oicr.on.ca. 

Requests for Archived O2 Files
Please send requests for files archived from O2 to ocrebonline@oicr.on.ca and provide as many details as possible to assist us in finding the documents – e.g., sponsor’s study ID, OCREB #, submission type, date of approval or acknowledgement, the document(s) requested, the date required (e.g., sponsor audit date). We will make every effort to meet your timeline. We will only provide REB-related materials and not documents that originate from the sponsor – e.g., protocols, IBs, questionnaires, DSMB reports.


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 June 1, 2018. 


List of Studies and Study-Centres
The list of studies and study-centres is posted to www.ocreb.ca under the “Investigators and research teams” link. The current version is May 28, 2018.


NEW STUDIES
New studies submitted for the June 8 meeting:
	1537
	Cindy
	UHN
	SABR for Renal Tumors
	Joelle Helou
	UHN
	Janany Sivalingam

	1541
	Cindy
	Constellation
	0610-02
	Vikas Gupta
	UHN
	Sabina Naqvi

	1549
	Aurora
	Merck
	Keynote-789
	Mark Doherty
	SHSC
	Ilda Carvalhana

	1550
	Kathie
	CCTG
	MA.39
	Tim Whelan
	HHS
	Bianca Bier

	1551
	Beren
	CCTG
	MA.23 (A221505) 
	Iwa Kong
	HHS
	Bianca Bier

	1552
	Beren
	CCTG
	OV.25
	Stephanie Lheureux
	UHN
	Nanthini Tharahan 

	1558
	Kathie
	CCTG
	CE.8
	Warren Mason
	UHN
	Nanthini Tharahan



Other Potential New Studies:
	Novartis 
	CDRB4356F2410
	Ong
	TOH
	Lisa Turiff

	Astellas
	235983
	Jonker
	TOH
	Lisa Turiff

	 
	TAS-120
	Mark Doherty
	SHSC
	Kate Besel

	EORTC
	EORTC-1333-GUCG / PEACE III
	Winquist
	LHRI
	Mary Beth Husson




CONTINUING REVIEW APPLICATIONS
Even though CTO Stream sends automatic courtesy alerts as far out as 45 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 June 26 deadline for the July 13 meeting, and June 11 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 July 13 Meeting
For studies expiring July 13 to August 9 inclusive, provincial (20) and centre (48) continuing review applications are due by the June 26 deadline for the July 13 meeting, unless a study closure has been or will be submitted.


Next Web/Teleconference Session
September 7, 2018 @ 9am
Cancelled for the summer (July & August)
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