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Monthly Centre Web/Teleconference Meeting Summary
March 2, 2018 @ 9am

ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Hamilton Health Sciences
· Juravinski Cancer Centre
3. Lakeridge Health, Oshawa
4. London Health Sciences Centre
· LRCP
5. Markham Stouffville
	6. Niagara Health System
7. The Ottawa Hospital
· Cancer Centre
8. Royal Victoria (Barrie)
9. Sunnybrook Health Sciences Centre, Toronto
10. Trillium Health Partners, Mississauga 
11. UHN - Princess Margaret Cancer Centre, Toronto
· Drug Development Program

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



REGRETS	
	Sites:
	12. Cambridge Memorial Hospital
13. Grand River Hospital
14. Health Sciences North, Sudbury
15. Hospital for Sick Children, Toronto
16. Humber River Hospital, Toronto
17. Kingston  General Hospital
18. Michael Garron Hospital, Toronto
19. North York General Hospital
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:
	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. TCPS 2: Comments on Proposed Changes Pertaining to Research Involving Human Cells and Cell Lines
The Panel on Research Ethics proposed changes to TCPS2 pertaining to research involving human cells and cell lines. A period for public consultation was held from October 17, 2017 to January 5, 2018. All comments received in that consultation are now posted online, unless the contributor requested that they remain confidential.

2. [bookmark: _GoBack]Clinical Trials Ontario Conference March 27-28, 2018 - https://ctoconference.ca/
[image: C:\Users\avannie\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Word\ConfCapMed.png]

No Site Left Behind! Opportunities for Streamlining Clinical Start-Up 
https://ctoconference.ca/workshop-no-site-left-behind/ 
Monday March 26, 2018, 12:00 – 5:30 p.m., Dominion Ballroom, Sheraton Centre Hotel

VIEW THE WORKSHOP AGENDA
We will bring together research teams, sponsors, CROs and legal professionals to address challenges along the path of study start-up and share strategies, tools and knowledge for maximizing study start-up efficiency.
To register, please email Brian Craig with your name, title and institution. Space is limited! 
FEE: Complimentary for registered conference delegates, $100 for non-conference attendees.


NOTICES
REC position at OCREB
OCREB is seeking a full-time Research Ethics Coordinator (REC). The REC is integral to the operations of OCREB and serves as the primary liaison between OCREB and the research teams. Feel free to circulate the posting https://www.recruitingsite.com/csbsites/oicr/JobDescription.asp?JobNumber=819206 

OCREB Staff Absence
Kathie Zeman will be away March 19 to 27, inclusive. Victoria Shelep will cover in her absence.

Annotated Application Forms
The CTO annotated application forms have been posted to the OCREB website in the “How to Apply” section on the Investigators & Research Teams page of the OCREB website. The annotations include explanatory information or clarification of questions in the application forms that have been brought to OCREB’s attention by applicants. This information is intended to assist the applicant with the completion of the form and reduce the potential for re-submissions. If you have any questions or would like to request clarification of additional questions on the applications, please submit your request to Alison.vannie@oicr.on.ca.

Adverse Events
CTO has confirmed that once reportable events are acknowledged, they can no longer be updated. This is relevant to the submission of and updates to local AEs. CTO is working with Infonetica to develop the capability to update an existing AE after it has been acknowledged. In the meantime, continue to submit a new RE with the updated information. Please reference the previously submitted AE(s).

Changes or New Conflict of Interest Declarations
The Continuing Review (PCR and CCR) forms in CTO Stream do not prompt the applicant to submit amendments for any changes to the approved research. If there is a change in an existing COI declaration or a new declaration after approval of the CIA, a centre amendment must be submitted with the details. All COI declarations must include a proposed management plan. OCREB expects that any declarations also will be reported to the institution in accordance with other institutional COI/relationship reporting requirements (e.g., agreements with the Tri-Agencies, TCPS).

Requests for Files from O2
We have been getting a high volume of requests for documents from O2 that we currently do not have the resources to address. Since spring 2017, we have been reminding study staff to download their required files from O2 and O2 was only taken offline January 18, 2018. If you need REB-related materials from O2 (e.g., OCREB application forms, approval letters), please email a request to ocrebonline@oicr.on.ca and provide as many details as possible to assist us in finding the documents – e.g., study ID, submission type, date of submission, date of approval or acknowledgement, the document(s) requested, the reason for the request, the date it is required (e.g., sponsor audit date). We will make every effort to meet your timeline. Please note that we will only provide REB-related materials and not documents that originate from the sponsor – e.g., protocols, IBs, questionnaires, DSMB reports. 

Courtesy CR Reminder Notices
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 CR applications. One of the centres noted that this year, some of the deadlines will be more than 45 days prior to the expiry date and after the submission deadline. CTO will consider adding a 60-day notice. OCREB sends out the expiry date notices with the monthly meeting agenda and again with the minutes. The CRs due include studies expiring on or after the next meeting date, up to one day prior to the subsequent meeting date. You may use those dates to filter the project list (located at the top of the Investigators & Research Teams page of the OCREB website) to identify the PCRs and CCRs due for an upcoming meeting. For example, for studies expiring between April 13 and May 10, inclusive, PCR and CCR applications are due by the March 20, 2018 deadline for the April 13 meeting. Any studies expiring after May 10 and before June 7 will be due for the May 11 meeting.

CTO Notices for Resubmissions/PI Responses
One centre informed us that they are getting CTO Stream notices for every provincial resubmission (PI response). Because each notice requires someone to go in and check the submission to see if any action is required, and in the case of resubmissions, there is no action required by the participating centres, the centre indicated that they would prefer to receive the notices only at the time of the initial submission and then at the time of approval or acknowledgement of the submission. Please contact CTO Stream Support with any system-related issues or recommendations.

CTO Stream Letter Templates
To maximize consistency across the CTO Qualified REBs and to minimize manual changes (and the resulting increased potential for error), OCREB is adopting the existing CTO Stream letter template language as much as possible. This should not create major changes from the existing letters. However, the provincial CR approval details will no longer be added to the centre CR approval letters. Thus, the PCR letters will need to be printed and filed with the CCR approval letters. This is similar to the initial approval process (PIA and CIA) and we are aware that some sponsors have been requesting the provincial letters that correspond to the centre approvals anyway.

See Legacy Data Fields in Migrated Studies
Only the application form fields (PIA and CIA) that were essential to the functioning of the applications in CTO Stream were included in the migration. Other fields will be blank or will display “see legacy data”. It is optional to update any of those fields at the time of an amendment.


REMINDERS
Timing of Submission of Continuing Review Applications
To ensure that the information is current, please make every effort to submit CR applications as close to the meeting deadline as possible. Any CRs received a month or more early will be sent back. For example, any CRs due for the April 13 meeting that are submitted on or before the March 9 meeting date will be sent back. They should be submitted as close to March 20 as possible. If you need to submit the CR earlier due to absences or other reasons, please contact the responsible OCREB REC.

PI Response Letters
Please note that whenever OCREB sends out a letter following full Board review of a submission (located in the history tab), a formal response letter is expected. The one exception is when the changes requested are only to the consent forms. The letter should include the OCREB questions and the applicant responses, even when the questions relate only to revisions to the application form. The response letter provides a checklist for the site and for OCREB to ensure that each of the changes have been considered and addressed. 

This is even more important with the CTO system because unlike the running history on the applicant side, on the REB side, each time an application is submitted, it comes in as a new version, and the information associated with any previous versions (review letters, correspondence, etc.) quickly gets buried. The PI response letters all stay in the re-submission section of the application, which is easily accessible to the REB. The PI does not have to prepare or sign the letter; this may designated to qualified staff. However, the PI (and/or sponsor) is expected to review the letter when their input is needed to guide the responses. All response letters should be retained in the resubmission section of the application.

NOLs
Although submission of the NOL continues to be mandatory, OCREB no longer requires it to approve a study or an amendment. For clarity, OCREB will issue an approval (for a PIA or a PAM) without the NOL. If the NOL is not submitted, the OCREB review letter will include a request to submit the NOL when available. Once it is available, the PA must submit it via a standard PAM since there is no administrative amendment. Providing there are no other items included in the amendment, the PAM will undergo administrative review and will be acknowledged. It is the site’s and the sponsor’s responsibility to make sure that the protocol is not implemented until all the institutional, regulatory and sponsor requirements are met (e.g., NOL; REB approval, SIV, etc.).

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 January 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 February 21, 2018.


NEW STUDIES
New studies submitted for the March meeting:
	1402
	Kathie
	Pfizer
	B9991023 (Javelin)
	Anna Tomiak
	KGH
	Carrie Lindsay

	1445
	Cindy
	Genentech
	GO39942 (POLARIX) 
	Tom Kouroukis 
	HHS
	Yvonne Kindrade

	1446
	Aurora
	IIS
	REaCT-ZOL
	Mark Clemons
	TOH
	Brianne Bota

	1450
	Cindy
	Bayer
	BAY 1163877 / 17403
	Srikala Sridhar
	UHN
	Stephanie Tropiano

	1457
	Kathie
	Janssen
	54179060CLL3011 (GLOW)
	Graeme Fraser
	HHS
	Yvonne Kindrade

	1469
	Aurora
	Merck
	MK-7123-034
	Aaron Hansen
	UHN
	Karen Ng

	1474
	Kathie
	Roche
	BO39633 Atezolizumab Extension study - IMbrella A 
	Jeffrey Rothenstein
	LH
	Nicole Stevens

	1478
	Aurora
	Mersana
	MER-XMT-1522-1
	Philippe Bedard
	UHN
	Claudia Thiruchelvam




Other Potential New Studies:
	COG
	AALL1621
	HSC
	 

	Roche
	WO40181
	SHSC
	Carolyn Lim




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 April Meeting
For studies expiring April 13 to May 10, inclusive, provincial (4 PCR) and centre (13 CCR) continuing review applications are due by the March 20, 2018 deadline for the April 13 meeting, unless a study closure has been or will be submitted.


Next Web/Teleconference Session

April 6, 2018 @ 9am
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