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Monthly Centre Web/Teleconference Meeting Summary
May 4 @ 9am
ATTENDEES	
	Sites:
	1. Grand River Hospital
2. Hamilton Health Sciences
· Juravinski Cancer Centre
· McMaster Children’s Hospital
3. Health Sciences North, Sudbury
4. Hospital for Sick Children, Toronto
5. Kingston  General Hospital
· Kingston General – Pediatrics 
6. Lakeridge Health, Oshawa
	7. London Health Sciences Centre
· LRCP
· Children’s Hospital
8. Markham Stouffville
9. Niagara Health System
10. The Ottawa Hospital Cancer Centre
11. Trillium Health Partners, Mississauga 
12. UHN - Princess Margaret Cancer Centre, Toronto
· Clinical Trial Support Unit
· Drug Development Program

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



REGRETS	
	Sites:
	13. Cambridge Memorial Hospital
14. CHEO, Ottawa
15. Humber River Hospital, Toronto
16. Michael Garron Hospital, Toronto
17. North York General Hospital
18. Royal Victoria Regional Health Centre, Barrie
19. St. Joseph’s Healthcare (Hamilton)
20. St. Joseph’s Health Centre (Toronto)
	21. St. Michael’s Hospital, Toronto 
22. Sinai Health System, Toronto
23. Southlake Regional Health Centre, Newmarket
24. Sunnybrook Health Sciences Centre, Toronto
25. Thunder Bay Regional Health Sciences Centre
26. William Osler Health Centre, Brampton
27. Windsor Regional Hospital
28. Women’s College Hospital, Toronto

	OCREB:
	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. The draft FDA guidance on "Pregnant Women: Scientific and Ethical Considerations for Inclusion in Clinical Trials" is available at: 
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM603873.pdf 
This draft guidance discusses the ethical and scientific issues when considering the inclusion of pregnant women in clinical trials of drugs and biological products. This draft guidance is intended to advance scientific research in pregnant women, and discusses issues that should be considered within the framework of human subject protection regulations. Your organization may be interested in knowing about it and may disseminate its availability further within your organization and to interested members. 

JCB online seminar presentation on this topic: https://jcb.adobeconnect.com/php18w8md6zg/?launcher=false&fcsContent=true&pbMode=normal

2. The humanitarian health ethics (hhe) research group is a multidisciplinary team of researchers and practitioners collaborating together since 2009 with the aim of helping to clarify the ethical issues that are present in humanitarian healthcare practice. Our research benefits humanitarian and military healthcare practitioners, organizational policy makers, aid agencies and recipients of aid. https://humanitarianhealthethics.net/home/about/

3. Nature Article: Demand cancer drugs that truly help patients. Drug regulators and trial designs should assess benefits that actually matter to people with cancer[image: https://d.adroll.com/cm/n/out]
https://www.nature.com/articles/d41586-018-04154-9

4. Delay in implementation requirements of the revised Common Rule until January 2019. The U.S. Department of Health and Human Services (HHS) and 16 other federal departments and agencies announced a Notice of Proposed Rulemaking (NPRM) proposing to delay for an additional 6 months the general compliance date for the revisions to the Federal Policy for the Protection of Human Subjects (the “Common Rule”).
https://www.federalregister.gov/documents/2018/04/20/2018-08231/federal-policy-for-the-protection-of-human-subjects-proposed-six-month-delay-of-the-general


NOTICES
[bookmark: _GoBack]Short study titles
For widely known sponsor nomenclature, please use the sponsor’s study ID as the short study title – e.g., MAC.23 (A221505) or MAC.21 (Alliance A011502). This makes the studies easier to find in a search. Apparently less than 20% of the studies in CTO Stream have a sponsor study ID (presumably due to a majority of investigator-initiated studies), thus CTO Stream does not include the sponsor study ID in any listings.

Approval date
Please note that the “Date Approval Issued” field in the letter is the approval date – i.e., it populates with the date that the REB grants final approval of the application. The word “issued” has caused some confusion; however, it also can be considered similar to “Date Approval Granted” or “Date of Final Approval”. The date at the top of the letter is the date the letter was created. This date will be the same as or later than the “Date Approval Issued” since the letter cannot be created until the REB makes the final approval motion. 

Multiple amendments
Whenever possible, please combine all protocol, consent and IB changes into one amendment instead of submitting separate amendments. It can be difficult for the REB to manage multiple open amendments on the same study. OCREB would prefer to complete the review of one amendment before the submission of another amendment on the same study; however, these can be handled on a case-by-case basis. Please contact the responsible Research Ethics Coordinator if you need to submit a new amendment while one is under review. If an amendment involving a consent change is under review, you must wait until the consent form is approved before you submitting another amendment involving a consent change. The exception would be if the study is closed to enrolment and you are submitting consent updates only, since these are stand-alone updates.

OCREB training sessions
Training sessions to provide an overview of how OCREB works will begin in June. This session will be     about 1.5 hours in duration and can be done via webcast or in person. The session will also include a review of the annotated CTO application forms. If you are interested, please contact Aurora (Aurora.deborja@oicr.on.ca) 


REMINDERS

Amendment summaries/rationale
When protocol changes are included in an amendment, please provide a clear overall summary of the changes in Q3.2 and the reason behind the changes. Although the question is *Please provide a rationale for the change(s). If all changes/rationale are identified in a document uploaded into this application (e.g., summary of changes), please indicate so:” this is not an either/or option. It is not sufficient to refer solely to the “summary of changes” document; a summary and rationale must be provided. Very often, the summary of changes are tracked throughout the protocol without an overall summary of and rationale for the changes.

Submission of DSMC reports as reportable events
DSMC reports should be submitted as Provincial reportable events as per SOP 405.5.3. The PCR application does have a place to upload them, but the system does not allow acknowledgement of documents as part of the PCR approval letter. If you respond ‘NO’ to Q#3.4 in the PCR application, please submit the DSMC report(s) as a provincial reportable event.

Timing of continuing review (CR) submissions
CR applications are due by the deadline for the meeting that occurs on or prior to the expiry date. For example, for studies expiring June 8 to July 12, inclusive, continuing review applications are due by the May 22 deadline for the June 8 meeting. 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.

Where to access OCREB review letters
When applications are sent back as ‘incomplete’, please access the review letter under the ‘History’ tab. This letter will include questions that need to be addressed before the review of the application can proceed.  Do NOT re-submit prior to addressing the issues. If you are unsure or have questions, please contact the responsible OCREB REC.


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 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 25, 2018.


NEW STUDIES

New studies submitted for the May 11 meeting:
	1484
	Aurora
	OncoSec
	The PISCES Study - OMS-I103
	Marcus Butler
	UHN
	Stephanie Tropiano

	1501
	Cindy
	Roche
	WO40181
	Katarzyna Jerzak
	SHSC
	Carolyn Lim

	1504
	Aurora
	COG
	ALTE1631-ALL Stars
	Paul Nathan
	HSC
	Megan Wood

	1518
	Kathie
	Pfizer
	POLARIS: A5481082
	Susan Dent
	TOH
	Lisa Turiff

	1519
	Aurora
	Merck
	MK-4830-001
	Lillian Siu
	UHN
	Karen Ng

	1522
	 Cindy
	Immunogen
	IMGN853-0402
	Amit Oza
	UHN
	Bonnie Kwan

	1524
	Kathie
	Astex
	ASTX727-02
	Karen Yee
	UHN
	Sabina Naqvi

	1525
	Kathie
	Merck
	775-00/E7080-G000-309
	Amit Oza
	UHN
	Bonnie Kwan

	1530
	Cindy
	BMS
	CA224-051
	Elena Elimova
	UHN
	Claudia Thiruchelvam



Other Potential New Studies:
· 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 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)
· Novartis study CDRB4356F2410. Melanoma. Dr. Ong
· Astellas study 235983. GI. Dr. Jonker


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 June Meeting
For studies expiring June 8 to July 12, inclusive, provincial (69) and centre (234) continuing review applications are due by the May 22 deadline for the June 8 meeting, unless a study closure has been or will be submitted.


Next Web/Teleconference Session

June 1, 2018 @ 9am
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