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Monthly Centre Web/Teleconference Meeting Summary
April 6, 2018 @ 9am
ATTENDEES	
	Sites:
	1. Grand River Hospital
2. Hamilton Health Sciences
· Juravinski Cancer Centre
3. Health Sciences North, Sudbury
4. Hospital for Sick Children, Toronto
5. Lakeridge Health, Oshawa
6. Markham Stouffville
7. Michael Garron Hospital, Toronto
8. Niagara Health System
	9. North York General Hospital
10. The Ottawa Hospital Cancer Centre 
11. Royal Victoria (Barrie)
12. Sunnybrook Health Sciences Centre, Toronto
13. Trillium Health Partners, Mississauga 
14. UHN - Princess Margaret Cancer Centre, Toronto
· Clinical Trial Support Unit
· Drug Development Program

	OCREB:
	Janet Manzo, Cindy Sandel, Richard Sugarman (Chair), Alison van Nie, Kathie Zeman



REGRETS	
	Sites:
	15. Cambridge Memorial Hospital
16. CHEO, Ottawa
17. Humber River Hospital, Toronto
18. Kingston  General Hospital
19. London Health Sciences Centre
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:
	[bookmark: _GoBack]Aurora de Borja, Yooj Ko (VC), Jacqueline Limoges (VC)



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. https://allofus.nih.gov/: The future of health begins with Us. Big Data
The All of Us Research Program is a historic effort to gather data from one million or more people living in the United States to accelerate research and improve health. By taking into account individual differences in lifestyle, environment, and biology, researchers will uncover paths toward delivering precision medicine.

2. A call for pragmatism in cancer research: https://www.nature.com/articles/nrclinonc.2018.41
History tells us that the majority of advanced-stage cancers will not be cured using the traditional approaches and new treatment strategies are clearly required. However, the benefits of these approaches remain limited to a fortunate few patients, therefore an unmet need exists for pragmatic approaches that will improve the lives of the many, and not just the few.

3. FDA guidance on genomic data sampling and management
3/1/2018 E18 Genomic Sampling and Management of Genomic Data Guidance for Industry

4. Modernizing clinical trial eligibility: including persons with HIV infection in clinical trials
http://ascopubs.org/doi/abs/10.1200/JCO.2017.73.7338?platform=hootsuite&


NOTICES

NOL and CT registration no longer required
After careful consideration by its Policies and Procedures Committee, and in consultation with affiliated oncology institutions, OCREB has discontinued the requirement to submit Health Canada (HC) documentation (i.e., NOL, ITA) and Clinical Trial (CT) Registration information to OCREB.

Historically, the REB often acted as the institutional gate-keeper for many institutional, non-ethics requirements, and some institutions still rely on the REB to fulfil this role. However, HC authorizations and CT Registration, while important, are independent of the ethical decision-making of the REB. Serving as institutional gate-keeper is not consistent with the responsibilities of a central, external REB and in fact, might provide the site with a false sense of security. There are numerous requirements that must be met prior to the initiation of research at a site, of which HC authorizations and CT registration prior to the first participant’s enrolment, are only two. In the event that HC requests changes and REB approval already has been issued, it is the sponsor’s responsibility to ensure that an amendment is submitted to the REB to address the HC-mandated changes. Regardless, the study cannot commence until the sponsor and the site have received the HC authorization for the REB-approved protocol, thus the risk of initiating a study without having the appropriate requirements in place is low.

Changes not Requiring Pre-Approval
EMERGENCY/24HR number – may use locating without pre-approval.

Changes to Section 1 in PAM and CAM take effect immediately
Please note that any changes to section 1 of a provincial or centre amendment (PAM or CAM) application take effect immediately in all open and future new provincial and/or centre applications. In other words, as soon as the change is made in the PAM/CAM in Pre Submission, the changes appear in any other open applications. This means that a change to the PA/PI in a PAM or change in Centre PI in a CAM will appear even before the new PA/PI or Centre PI has accepted the role, before the DA and IR have authorized the new Centre PI, and before the REB has approved the new PA/PI or Centre PI. Please complete and submit PAMs and CAMs involving a change in PA/PI or Centre PI as quickly as possible.

More than one Centre PI appearing in PAM approval letters
There is a known issue affecting the Provincial Amendment (PAM) letter templates in CTO Stream. The PAM approval letters populate with the name of the Centre PI at each participating centre; however, the names are populating from the Centre Initial Application (CIA). When a Centre Amendment (CAM) application for a change in Centre PI is created, the new Centre PI information is not being carried into the PAM letter template; the PAM letter continues to reflect the name of the original Centre PI. Until this is fixed, CTO has provided a temporary work-around to display both the old and the new Centre PI in the PAM letter. If more than one Centre PI at your centre appears in a PAM approval letter, please place a note-to-file in your study files to explain this.


REMINDERS

Provincial documents
Please ensure that participant materials (clean) submitted at the provincial level are checked to ensure that the spelling, grammar, punctuation and formatting (spaces, footers, etc.) are accurate and appropriate. Small mistakes in the documents, especially in the consents that are not pre-approved for revision by the centres, require an amendment.

OCREB Controlled Honour System Model for Centre Consents
We would like to remind everyone of OCREB’s long-standing practice with respect to the review of centre consent forms. 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 formally by OCREB. 

The changes may include proposed institutional requirements provided to CTO (DIER), which, along with their supporting rationale, must be reviewed by the Policies & Procedures Committee and approved by OCREB prior to their inclusion in the centre-specific consent forms. OCREB works with the institution to resolve any discrepancies between the existing OCREB pre-approved changes and any requirements in the DIER.

The OCREB pre-approval process means that the submission of centre specific consent forms to OCREB is not required. Currently centre initial applications in CTO Stream require centres to upload their centre-specific consent forms; however, as per its policy, 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.

Contact with participants during the study
The sponsor is interested in knowing how often study participants are contacted, between scheduled visits, for example, and whether more detailed information is required in the consent.

Email changes
If the email address at your institution changes, please notify CTO Stream Support at streamline@ctontario.ca to update your email address or you won’t receive any system notices. If the address change affects all users at your institution, CTO can make the change to all accounts instead of each person notifying CTO individually.

Staffing changes/leaves
With a recent email sent to all CTO Stream users, we received many undeliverable notices indicating that the recipient was no longer at the organization or was on leave. Please notify CTO when an individual leaves your organization to prevent unauthorized access to the system. Also ensure that other study staff replace any outgoing individuals listed as the main contact in the PIA or CIA. For temporary leaves, you may wish to leave the main contact as-is and ensure that study staff have full access to submit applications on the relevant studies. However, there is a risk that the OCREB REC will send correspondence to the main study or centre contact, which no one else will be aware of.


OCREB Membership Changes 
The OCREB membership lists are posted to www.ocreb.ca under the “OCREB Meetings and Membership” link. The membership was last updated on April 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 April 3, 2018.


NEW STUDIES

New studies submitted for the April meeting:
	1481
	Aurora
	IIS
	REaCT NSQIP - OTT 18-03
	Rebecca Auer
	TOH
	Lisa Vandermeer

	1483
	Cindy
	BMS
	CA224-047
	Xinni Song
	TOH
	Lisa Turiff

	1488
	Kathie
	IIS
	ASPIRE
	David Palma
	LHSC
	Mary Beth Husson

	1493
	Aurora
	IIS
	PACE-R
	William Chu
	SHSC
	Angela Commisso



Other Potential New Studies:
	COG
	ALTE1631
	HSC
	 

	Roche
	WO40181
	SHSC
	Carolyn Lim



· CCTG PNC.1 / ECOG-ACRIN 8134 /InPACT. International Penile Advanced Cancer Trial. Email March 29, 2018
· MAC.23 (A221505) study titled, Phase III Randomized Trial of Hypofractionated Post-Mastectomy Radiation with Breast Reconstruction, centrally activated as of March 27th 2018.
· CCTG Trial MAC.21 (Alliance A011502): A Randomized Phase III Double Blinded Placebo Controlled Trial of Aspirin as Adjuvant Therapy for HER2 Negative Breast Cancer: The ABC Trial
· CCTG study OV.25:  A Randomized Phase II Double-Blind Placebo-Controlled Trial of Acetylsalicylic Acid (ASA) in Prevention of Ovarian Cancer in Women with BRCA 1/2 Mutations (STICs and STONEs)


CONTINUING REVIEW APPLICATIONS

Be sure to keep track of study (and participating centre) expiry dates. CTO Stream sends courtesy alerts 45, 30 and 10 days before the REB approval expiry date to remind the research team to submit their provincial continuing review (PCR) application. Centre continuing review (CCR) application alerts are sent 45 and 30 days prior to the REB approval expiry date. Unfortunately the alerts do not stop once the CR application has been submitted. 

NOTE: CR applications are due by the meeting deadline. To ensure that the information is current, please make every effort to submit the CRs as close to the deadline as possible. 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 May Meeting
For studies expiring May 11 to June 7, inclusive, provincial (24) and centre (74) continuing review applications are due by the April 24 deadline for the May 11 meeting, unless a study closure has been or will be submitted.


Next Web/Teleconference Session

May 4, 2018 @ 9am
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