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Monthly Centre Web/Teleconference Meeting Summary
January 5, 2018 @ 9am
ATTENDEES	
	Sites:
	1. Hamilton Health Sciences
· Juravinski Cancer Centre
· McMaster Children’s Hospital
2. Hospital for Sick Children, Toronto
3. Kingston  General Hospital
· Kingston General – Pediatrics 
4. Lakeridge Health, Oshawa
5. London Health Sciences Centre
· LRCP
6. Markham Stouffville
7. Michael Garron Hospital, Toronto
8. Niagara Health System 
	9. The Ottawa Hospital
· Cancer Centre 
10. Sunnybrook Health Sciences Centre, Toronto
· SRI
· Odette Cancer Centre
11. Trillium Health Partners, Mississauga
12. UHN - Princess Margaret Cancer Centre, Toronto
· Clinical Trial Support Unit
· Drug Development Program
· Medical Oncology & hematology
13. Windsor Regional Hospital

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



REGRETS	
	Sites:
	14. Cambridge Memorial Hospital
15. CHEO, Ottawa
16. Grand River Hospital
17. Health Sciences North, Sudbury
18. Humber River Hospital, Toronto
19. North York General Hospital
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. Southlake Regional Health Centre, Newmarket
26. Thunder Bay Regional Health Sciences Centre
27. William Osler Health Centre, Brampton
28. Women’s College Hospital, Toronto

	OCREB:
	Alison van Nie



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. 


NOTICES

New Vice-Chair
We welcome Jacqueline Limoges, PhD RN, as a second Vice-Chair of OCREB effective January 1, 2018. Jacqueline is Nursing Professor and REB Chair at Georgian College. She has been a member of OCREB since December 1, 2016 and recently joined the OCREB Policies & Procedures Committee. Jacqueline was a Georgian College REB member from 2012 to 2016 and REB Chair since 2016. 

Publication
Janet Manzo is one of the authors on a paper published in Pediatric Blood & Cancer (2017; e26901 http://onlinelibrary.wiley.com/doi/10.1002/pbc.26901): ‘Pediatric oncology clinical trial participation where the geography is vast: development of a clinical research system for tertiary and satellite centers in Ontario, Canada’. Between April 2015 and September 2016, Janet chaired a working group that identified the requirements that would allow for the conduct of study activities at an alternate location – separate from the research centre. Janet and Alison van Nie subsequently collaborated with the Pediatric Oncology Group of Ontario on the development of policies, procedures and processes for the use of Satellite centres. The pragmatic, risk-based model supports excellence in care while ensuring the safe conduct of the research in compliance with applicable regulations and guidelines, including ethics oversight. Pediatric patients participating in Children’s Oncology Group trials at an Ontario pediatric research centre now are able to receive some study-related care closer to home. A similar model could be established in adult oncology settings.

OCREB Website Changes
All documents that were posted on O2 Home – e.g., Guidelines, Templates, SOPs, etc - now are accessible at www.ocreb.ca. Please familiarize yourself with the location of items using the right navigation menu. For example, the list of studies and the web/teleconference meeting dates and summaries can be found under the “Investigators and research teams” link. See screenshot below.
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CTO System Issues – Applications not Submitting
It was brought to our attention (and to CTO’s) that on a couple of occasions, an application form was signed off, but did NOT submit. CTO believes this was caused by users closing their browser too quickly after signing the forms. After a user signs, before closing the browser, he/she must wait for the message that the signature was successful. In addition, the last signatory must wait for the message that the form was submitted successfully before closing the browser.
· Step 1:  Signature is applied (green bar across top of screen says ‘signature successful’) 
· Step 2:  Pop-up window that indicates the application is being submitted. This occurs only after the last signature is applied. Once the application is successfully submitted, users are directed to a new “Form Submitted” indicating that the form has been successfully submitted” (see below)
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O2 Offline – January 15, 2018
If you haven‘t already done so, please log into O2 and download or print any REB materials (application forms, review letters, approval letters, etc.) before January 15, 2018. After that time, O2 will no longer be accessible. OCREB staff will continue to have access to archived documents after O2 is closed down. 

CTO Observational Application Forms
Please do not use the CTO Observational Application forms without consulting with OCREB. The post-approval observational application forms are not available yet, and the system reports are not configured to include observational studies. 


REMINDERS

Studies with only one Participating Centre
In keeping with its mandate, OCREB does not accept studies that will be conducted at a single Ontario centre, with one exception: because cooperative group studies generally include more than one centre in Ontario, OCREB will accept the submission of all cooperative group (e.g., CCTG, NRG) multi-centre clinical trials even if a second centre has not been identified by the Provincial Applicant (PA) at the time of initial submission.

OCREB will accept a new study with only one confirmed participating centre, providing the sponsor is actively looking for and is confident that a second centre will agree to participate. There may be rare circumstances under which OCREB will accept a study that will be conducted at only one centre. Please check with OCREB.

Staff Members who leave – CTO Stream Accounts & Study/Centre Contacts
[bookmark: _GoBack]When staff leave, it’s important to let CTO know so that their accounts can be disabled to avoid unauthorized access to CTO Stream. Please pass this on to your colleagues. If a departing staff member also is the provincial and/or main study contact, amendments should be submitted to replace the main study contact. Changing the form owner does not change the main contact. Project and form owners need to re-assign the ownership to another individual. If the project or form owner has already left, please contact CTO for assistance.

Study Closures
Although CTO Stream technically allows the Provincial Applicant to close a study before all centres have submitted centre study closure (CSC) forms, please ensure that all CSCs have been submitted and acknowledged by OCREB before submitting the provincial study closure (PSC).

Translated Questionnaires
When submitting a PIA/new study, the Provincial Applicant should include any translated questionnaires – e.g., French QOLs for CCTG studies, so that they are ready to use once the study is approved.  

Urgent Communication with OCREB Office
Please do not use the CTO Stream correspondence to send urgent information to the OCREB office. The OCREB Research Ethics Coordinators are bombarded with duplicate notifications in the system and thus correspondence only gets checked periodically. Call or email outside CTO Stream for urgent matters.

Resubmission Information
Any time that an application is re-submitted – i.e., after the first submission, you must answer “yes” to question 1.0 “*Is this a resubmission in response to a request from the Research Ethics Board to make changes to your application?” Doing so brings up a “RE-SUBMISSION INFORMATION” page at the end of the application form. This page has sections to upload letters in response to the REB, or any additional materials to upload in support of the changes that are not included elsewhere in the resubmission, and a text box for any additional comments or clarifications. Formal letters must be uploaded in response to an OCREB full board review letter. For other responses, you may use a letter or type the resubmission text box. Regardless, please include the original OCREB question with the response. 

NOTE. Do not use CTO Stream correspondence to respond to application form queries. On the REB side, each time an application form is resubmitted, a new version and an entire new workspace are created, and any correspondence sent with an earlier version of the application will be buried with the previous version of the application form and may get missed.

Superseded Documents
If you are uploading a document that replaces a previous version, such as a revised consent form, please remove the previous version. 

Co-Investigators
As noted at the March 3, 2017 centre web/teleconference meeting: the Co-Is listed in applications in O2 would not be imported into CTO Stream. A Co-I is not mandatory, is not granted any REB-related permissions in CTO Stream, and if added, would be required to sign the centre initial application (CIA) in CTO Stream. If a Co-Investigator is not included, the applicant must explain how medical coverage will be managed: “Please outline the management plan to ensure an appropriately trained, qualified and designated individual will always be available to ensure oversight of research participants”. The REB may ask for a copy of the site personnel/task delegation log at any time.

CIA Question Related to Consent Forms
CIA Q4.6: OCREB users must answer “yes” to question 4.6 “Does this centre require any changes (other than inclusion of centre letterhead and local contact information) to the approved provincial consent form(s)?” One or both of the following statements (as applicable) is be used to “Explain” the changes:
· All centres: include the statement “See OCREB Guidance for approved administrative changes”;
· ONLY centres with OCREB pre-approved changes: include the statement “See OCREB approved centre-specific changes document”. If possible, reference the document, including the version date, and upload it. That way it will appear in the approval letter. 
Remember that centres are not permitted to make any unapproved changes to the provincially approved consent documents or any other participant materials without OCREB approval. 

Provincial Amendments – question 2.8 locked (NOL)
For 44 of the migrated studies that initially required a CTA with Health Canada, the Provincial Applicant is not able to edit question 2.8 at the time of an amendment to indicate the NOL status. This is because at the time of the last amendment in O2, an NOL was not required. CTO has provided a workaround until the issue is resolved. If question 2.8 is inappropriately locked at the time of the next amendment, please do the following:
1. In question 2.3, select "Other" and enter a comment in the text box indicating either that the NOL has been received or that it is pending; 
2. In questions 16.1 and 16.2, enter a comment regarding the status of the NOL as noted above;
3. In question 16.4, upload the NOL if available.

Annotated Application Forms
There has been confusion around the information requested in some of the CTO application form questions. The OCREB RECs are working on annotated application forms to provide guidance and clarity on the OCREB expectations. These will be posted to www.ocreb.ca as soon as they are available.

Consent Form Upload Section when Study Closed to Enrolment
If the study is closed to enrolment and thus the main consent form will not be revised, please upload a note indicating this in sections 5.4 and 5.5 of the PAM.


OCREB Membership Changes 
The OCREB membership lists are posted to www.ocreb.ca under the “OCREB Meetings and Membership” link. The membership list was last updated on January 1, 2018.


List of Active Studies and Study-Centres
The list of active studies and study-centres is posted to www.ocreb.ca under the “Investigators & research teams” link. The current version is December 20, 2017.
NEW STUDIES

New studies submitted for the January meeting:
	1340
	Kathie
	Immunomedics
	ASCENT - IMMU-132-05
	Ellen Warner
	SHSC
	Carolyn Lim

	1400
	Aurora
	IIS
	TIME
	Rossanna Pezo
	SHSC
	Rossanna Pezo

	1386
	Aurora
	AZ
	D0816C00018 (LUCY)
	Andrea Eisen
	SHSC
	Jeffrey Pham

	1406
	Aurora
	Turnstone Biologics
	Ad/MG1-E6E7-002 (Kingfisher)
	Derek Jonker
	TOH
	Lisa Turiff

	1407
	Cindy
	IIS
	5STAR PC
	Andrew Loblaw
	SHSC
	Andrea Deabreu

	1383
	Cindy
	Astellas
	ASP-8374-CL-0101 
	Lillian Siu
	UHN
	Karen Ng

	1363
	Kathie
	IIS
	PRO-ACTIVE
	Rosemary Martino
	UHN
	Daniel Jin (SMH)

	1408
	Kathie
	CCTG
	MAC.22
	Anabel Scaranelo
	UHN
	Nanthini Tharahan



Other Potential New Studies:
	Pfizer
	B9991023 
	 
	KGH
	Carrie Lindsay




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 February Meeting
For studies expiring February 9 to March 8, inclusive, provincial (36) and centre (138) continuing review applications are due by the January 23, 2018 deadline for the February 9 meeting, unless a study closure has been or will be submitted.


Next Web Meeting/Teleconference Session

February 2, 2018 @ 9am


Happy New Year!!
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OCREB

Innovative. Collaborative. Progressive.

The Ontario Cancer Research Ethics Board (OCREB) has radically changed the research ethics
environment in Ontario for mulii-centre cancer frials. Since January 2004, OCREB has been working with

researchers, institutions and sponsors to safeguard the rights and welfare of research parti
Ontario while advancing ethically sound cancer research.
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OCREB is an expert central oncology REB serving almost every hospital in Ontario that conducts cancer
ical frials. OCREB's centralized model means that once a study has been approved by OCREB,
participating study sites can receive OCREB approval within days. This streamlines the review process,
izes redundancy, ensures hammonization and consistency. and saves the time and cost of having
the study reviewed by an REB at every participating institution (study site].
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Read the OCREB Annual Report 2016-17
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Form Submitted

Your form has been successfully submitted. You can check the status of this form at any time by logging in to CTO Stream.
You will be notified if further action is required (e.g., if the REB requests changes or clarifications).

1f you have any questions about the CTO Streamlined System, or need technical assistance, please contact
streamline@ctontario.ca
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