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Monthly Centre Web/Teleconference Meeting Summary
February 2, 2018 @ 9am
ATTENDEES	
	Sites:
	1. Hamilton Health Sciences
· Juravinski Cancer Centre
· McMaster Children’s Hospital
2. Kingston  General Hospital
3. Lakeridge Health, Oshawa
4. London Health Sciences Centre
· LRCP
5. Niagara Health System
6. North York General Hospital
	7. The Ottawa Hospital
· Cancer Centre
8. Thunder Bay Regional Health Sciences Centre
9. Trillium Health Partners, Mississauga 
10. UHN - Princess Margaret Cancer Centre, Toronto
· Clinical Trial Support Unit
· Drug Development Program
11. Southlake Regional Health Centre, Newmarket

	OCREB:
	Yooj Ko (VC), Janet Manzo, Cindy Sandel, Richard Sugarman (Chair), Alison van Nie, Kathie Zeman, Victoria Shelep



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

	OCREB:
	Aurora de Borja



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. Guidance for HC Part C Division 5:
https://www.canada.ca/en/health-canada/programs/consultation-drugs-clinical-trials-involving-human-subjects.html

The Initiative to Streamline Clinical Trials (ISCT) Working Group, formed in 2012 to address the CCRA recommendations, includes members who are experts in clinical trial conduct across many therapeutic areas. The primary objective of the ISCT was to develop specific, pragmatic and practical interpretations of current regulations, laws and guidelines, in order to facilitate, rather than limit, Canadian clinical trials, by expanding on recommendations such as those of the CCRA and OECD. During the discussions, it became apparent that changes to certain regulations or laws interpretations were also desirable. Health Canada provided input on the ISCT recommendations. It may be helpful to review the ISCT recommendations in tandem with the HC Guidance - http://n2canada.ca/isct/ 

2. Revised Common Rule implementation delayed 6 months: https://www.federalregister.gov/documents/2018/01/22/2018-00997/federal-policy-for-the-protection-of-human-subjects-delay-of-the-revisions-to-the-federal-policy-for.
3. Taking Part in Research: Educational Resources for TCPS 2 for public/participants – brochures available upon request, for use at research centres: 
http://pre.ethics.gc.ca/eng/resources-ressources/news-nouvelles/nr-cp/2017-12-20/

4. CISCRP communicating trial results – CISCRP has been contracted by some industry sponsors, to send trial results to participants, and to solicit input related to trail participation, for several OCREB reviewed studies.
https://www.ciscrp.org/services/communicating-trial-results/

5. Payment and Reimbursement to Research Subjects - Information Sheet:
https://www.fda.gov/RegulatoryInformation/Guidances/ucm126429.htm?utm_campaign=Payment%20for%20Research%20Subjects%20Information%20Sheet&utm_medium=email&utm_source=Eloqua

6. HHS Announces New Conscience and Religious Freedom Division: https://www.hhs.gov/conscience


NOTICES

Role of the Provincial Applicant (PA)
Please ensure that the PI at the Provincial Applicant (PA) site is aware of his/her responsibilities as the PA – i.e., oversight for all study related activities, including the timely submission of all study-wide/provincial applications and other responsibilities/oversight as required by the PA role. This is required even if there are no participants enrolled at the PA’s site.	

Risks and frequencies
Please note that the inclusion of frequencies for specific risks (already identified in categories) in the risk section of the consent generally are not required. The rationale for this preference is that the information may not be relevant to an increase in the participant’s understanding of the risks involved in the study, and the frequency of the individual risks may change often requiring revisions to the consent. In addition, as new information, when the individual frequencies are included in the main consent, consent updates may be required more frequently and may not be interpreted easily as to their relevance to the participant.

Centre Continuing Review (CCR) Applications
Please note the following clarifications when completing CCR applications

Q2.1: “What is the current study status at your centre?”
Select “Other” if the study is OPEN to enrollment and participants were enrolled (see definition in Q3.1) but none remain on treatment or follow up, or are on follow-up only. 
Specify either that the study is OPEN to enrollment and participants were enrolled but none remain on treatment or follow up, or that the study is OPEN to enrollment and participants were enrolled but are on follow up only.

Q3.1: “How many participants are enrolled in the study at your centre?” 
This refers to all those who signed the consent form, met the eligibility criteria and were randomized/registered. 

Q3.3: “How many participants agreed to take part (e.g., signed a consent/assent form) but were subsequently deemed ineligible?”
This refers to screen failures – i.e., those who signed a consent but were not eligible.

Q3.7: “Have any participants withdrawn consent (not including any participant(s) who withdrew prior to being enrolled in the study)?” note: 
Disregard information in brackets. Answer “Yes” if any participants have withdrawn consent after being enrolled (see definition in Q3.1). 

Section 3.11: “Have any of the following formal inspections or audits been conducted (select all that apply)?
This refers to any inspections or audits since the last Continuing Review.


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 March 9 meeting that are submitted on or before Feb 9 will be sent back. If you need to submit the CR earlier due to absences or other reasons, please contact the responsible OCREB REC.

Document Names and Version Dates
Please note that OCREB is not able to edit applications. If documents are not named appropriately or are not uploaded into the correct location in the application, the application will be sent back for the applicant to revise. Unless changed by the applicant, the document name in the approval letter will appear as named in the application – e.g., “Scanned from M-8-W”. Consider including the Study ID and type of document in the name – e.g., IND.45 Consent Main; IND.45. Consent Optional. Do not include the date in the name as there is a separate field to enter the version date when uploading a document. 

Updated IBs with Related Consent Form Changes
While OCREB prefers to receive IBs together with the related consent form changes, we have made an exception for CCTG studies. We understand that consent revisions may not be ready, thus, we agreed to accept CCTG IBs if the corresponding consent changes are not finalized to avoid sites being graded by CCTG/NCI as delinquent. The consents should be submitted as soon as they are ready, referencing the previous IB submission.

When submitting IBs for other sponsors, please ensure that if there are consent changes associated with the IB that will be available within a reasonable timeframe, (check with the sponsor), that the IB is submitted with the amendment. If changes to the consent will be delayed, the IB should be submitted independently.

Providing Study Staff with Access
Please ensure that study staff are added as collaborators on relevant PIAs and CIAs. The sharing feature would be used only under rare circumstances. Please refer to the CTO Stream Collaboration Features (“Applicant Roles and Sharing) manual and quick guides for adding study team members located at www.ctontario.ca/streamlined-research-ethics-review-system/cto-stream/cto-stream-applicant-user-manuals/. Applicant user manuals also can be accessed from the “Help” link in the black menu bar in the system. 

Initial Expiry Date
The initial expiry date used to be based on the meeting date, as per a previous US OHRP rule. That rule changed and when OCREB transitioned to CTO Stream, we aligned with the other CTO Qualified REBs. The final approval date now is the date that all criteria are confirmed as met, and the expiry date is set as a year from that date, which will be more than a year from the meeting date. This is in compliance with the regulations. The centres have always had the same expiry date as the overall study.


OCREB Membership Changes 
See www.ocreb.ca “OCREB Meetings and Membership”. The list was last updated on January 1, 2018.

Archived Membership Lists
As noted at previous sessions, we indicated that after moving from O2, we would only post the membership list that was current at that time and proceed to archive as applicable from that point. We asked everyone to download copies of all the archived membership lists from O2 Home. 

The membership lists posted on the OCREB website at https://oicr.on.ca/research-portfolio/ocreb/ocreb-meetings-membership/ are dated October 1, 2017 (archived) and the current list of January 1, 2018.

Below is the list of archived membership lists that previously were posted on O2 Home. Let us know if you are missing any of these for your study files.
[image: ]

Conference call ended. The remaining items will be addressed at the next meeting.
--------------------
PI Response Letters
Please note that whenever OCREB sends out a letter following full Board review of a submission, we expect a letter in response. The letter should include the OCREB questions and the applicant responses, even when the questions relate only to revisions to the application form. The one exception is when the changes requested are only to the consent forms. 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. 

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 once it is 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, it 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.).


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 January 25, 2018.


NEW STUDIES

New studies submitted for the February meeting:
	1398
	Vicky
	IIS
	PREP
	Glenn Bauman
	HSCC
	Catherine Hildebrand

	1425
	Kathie
	NCIC
	IND.234
	Michael Ong
	TOH
	[bookmark: _GoBack]Lisa Turiff

	1444
	Cindy
	NRG
	NRG-BR005 
	Alexandra Easson
	UHN
	Nanthini Tharahan

	1449
	Kathie
	NewLink Genetics
	Indigo 301 - NLG2107 
	Teresa Petrella
	SHSC
	Carolyn Lim

	1451
	Vicky
	Zymeworks
	ZWI-ZW25-101
	Rachel Goodwin
	TOH
	Femina Kanji

	1455
	Cindy
	CCTG
	HN.9
	Anna Spreafico
	UHN
	Nanthini Tharahan



Other Potential New Studies:
	1446
	IIS
	REaCT-ZOL
	Mark Clemons
	TOH
	Brianne Bota

	 
	COG
	AALL1621
	 
	HSC
	 

	 
	Pfizer
	B9991023 
	 
	KGH
	Carrie Lindsay

	 
	Merck
	MK-7123-034
	 
	UHN
	Stephanie Zantinge

	 
	Roche
	GO39942 (POLARIX) 
	Kouroukis 
	HHS
	Yvonne Kindrade

	 
	 
	54179060CLL3011 (GLOW)
	Graeme Fraser
	HHS
	Yvonne Kindrade




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 March Meeting
For studies expiring March 9 to April 12, 2018 inclusive, provincial (64) and centre (198) continuing review applications are due by the February 20, 2018 deadline for the March 9 meeting, unless a study closure has been or will be submitted.


Next Web/Teleconference Session

March 2, 2018 @ 9am
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Archived Membership Lists

@ Title
8 OCREB_Membership_List_2017-08-01.pdf
) OCREB_Membership_List_2017-07-01.pdf
8 OCREB_Membership_List_2017-04-01.pdf
8 OCREB_Membership_List_2017-02-27.pdf
8 OCREB_Membership_List_2017-01-23.pdf
) OCREB_Membership_List_2016-12-01.pdf
8 OCREB_Membership_List_2016-09-01.pdf
) OCREB_Membership_List_2016-07-11.pdf
8 OCREB_Membership_List_2016-06-10.pdf
) OCREB_Membership_List_2016-04-01

8 OCREB_Membership_List_2016-02-01

8 OCREB Membership List 2016-01-01

8 OCREB Membership List 2015-12-01

8 OCREB Membership List 2015-10-26

8 OCREB Membership List 2015-08-01.pdf
8 OCREB Membership List 2015-07-01.pdf
8 OCREB Membership List 2015-06-01.pdf
8 OCREB Membership List 2015-04-27.pdf
8 OCREB Membership List 2015-04-01.pdf
8 OCREB Membership List 2014-12-01.pdf
8 OCREB Membership List 2014-11-01.pdf
8 OCREB Membership List 2014-09-01.pdf
8 OCREB Membership List 2014-08-01.pdf
8 OCREB Membership List 2014-05-16.pdf
8 OCREB Membership List 2014-04-19.pdf
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