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Monthly Centre Web/Teleconference Meeting Summary
[bookmark: _GoBack]December 4, 2020 @ 9am
ATTENDEES	
	Sites:
	1. CHEO, Ottawa
2. Hamilton Health Sciences
3. Hospital for Sick Children, Toronto
4. Humber River Hospital, Toronto
5. Kingston General Hospital
6. Lakeridge Health, Oshawa
7. London Health Sciences Centre
8. Markham Stouffville
9. Niagara Health System
10. North York General Hospital

	11. Royal Victoria, Barrie 
12. The Ottawa Hospital
13. St. Joseph’s Healthcare, Hamilton
14. Southlake Regional Health Centre, Newmarket
15. Sunnybrook Health Sciences Centre, Toronto
16. Trillium Health Partners, Mississauga
17. UHN (PMCC, TGH, TWH), Toronto
18. William Osler Health Centre, Brampton


	OCREB:
	Beren Avci, Aurora de Borja, Natascha Kozlowski, Cindy Sandel, Alison van Nie



REGRETS	
	Sites:
	19. Cambridge Memorial Hospital
20. Grand River Hospital
21. Health Sciences North, Sudbury
22. Michael Garron Hospital, Toronto

	23. Sinai Centre Health System, Toronto
24. Thunder Bay Regional Health Sciences 
25. Unity Health (St. Michael’s/St. Joseph’s) TO
26. Windsor Regional Hospital
27. Women’s College Hospital, Toronto

	OCREB:
	Carrie Li,  Yooj Ko (Chair)



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 consent template and updated Author Instruction Guide
A reminder that the new ICF template is now current and should be used for all new submissions. Please do not include elements from the previous template in the new template.

Please note the addition of two elements in the Author Instruction Guide: 
1. Section 11 – sample language for the inclusion of the following:
[bookmark: _Hlk57792925][bookmark: _Hlk55981492]If study-related procedures include for example, retreatment, treatment beyond progression, re- challenge, second course treatment, or cross over, include this information in this section of the main consent with details including the following elements: 
· Identify the procedure(s)- more than one may be included [ e.g., treatment beyond progression, retreatment];
· Identify the treatment arm(s) in each procedure;
· Indicate that a discussion with the study doctor will occur as part of the consenting process and that consent is voluntary;
· Identify the risks and benefits of the procedure(s);
· Include any additional risks associated with ongoing participation: (e.g., re-exposure to the study drug, being unable to enroll in other studies); 
· Indicate that the Main Consent Form will be re-reviewed during the consent discussion (with source documentation of this process and of the participant’s ongoing consent).

2. Section 12: Standard language for Hepatitis and HIV testing has been added.

3. NOTE: Pre-approved, centre-specific changes: all centres with pre-approved, centre-specific ICF changes were updated to reflect the introduction of these changes into the new template [note: some previous changes no longer were relevant/required]


Study-related procedures including, retreatment, treatment beyond progression, re- challenge, second course treatment, or cross over. 
A reminder that these ‘optional’ procedures do not require a separate consent and must be included in the main consent (section 12), and not in the optional section of the new ICF; if required a separate signature page may be provided at the time when consent is obtained.

Pandemic-related changes in the conduct of the study
OCREB’s process for the inclusion of temporary changes to the conduct of the study due to the pandemic, for e.g., remote monitoring/consenting, has not changed since the memos were created. Please note that for temporary and potential changes to monitoring procedures do not require submission or amendments to the provincial or the centre applications or to the consent/consent update. For questions regarding remote consenting please contact OCREB with the proposed plan to ensure that it meets the criteria.
The new ICF template does not include specifics re monitoring processes and indicates only access to study record.
Note: many centres have developed specific policies around oral and remote consenting.


REMINDERS

Reminder of upcoming submission deadlines
Please note that the submission deadline for the January 8, 2021 meeting is December 15, 2020.

Password protected protocols
Please do not submit password protected documents. E.g., protocols, IBs, summary of changes, etc.

Naming Convention for documents
Please name the document at the time of its submission in the format that it should appear in the approval letter – file names are not appropriate. The document name also can be changed in the upload screen.


OCREB Membership Changes 
The current and archived OCREB membership lists are posted on the OCREB website on the “Meetings and Membership” page. The list was last updated on December 2020.


List of Active Studies and Active Study-Centres
For a list of active studies and active study-centres, contact the OCREB office.


NEW STUDIES
New studies submitted for the December 11, 2020 meeting:
	CTO ID
	REC
	Sponsor
	Project Title
	PI
	PA site
	Contact Person

	3342
	Aurora
	IIS
	SPARTACUS II - RCT
	E. Leung
	SHSC
	Anika Mohan

	3398
	Carrie
	CCTG
	BRC.8
	A.Sun
	PMCC
	Luke Heaphy

	3401
	Cindy
	Merck
	MS200647-0005
	R. Juergens
	JCC
	Yvonne Kinrade

	3404
	Beren
	AMGEN
	AMG 701
	A. McCurdy
	TOH
	Krystina Trites

	3413
	Beren
	COG
	AREN1921
	D. Morgenstern
	HSC
	Jennifer Kim

	3418
	Aurora
	ASTRA ZENECA
	DESTINY-PanTumor02
	R. Pezo
	SHSC
	Chanel Chau

	3426
	Cindy
	GSK
	GSK213410
	L. Pitre
	HSN
	Alicia Groom

	3453
	Carrie
	VelosBio Inc.
	VLS-101-0003
	P. Bedard
	PMCC
	Selena Dao

	3455
	Beren
	Genentech
	GO42273
	S. Saibil
	PMCC
	Niwethaa Nadesan

	3467
	Aurora
	CCTG
	MA.40
	D. Cescon
	PMCC
	Nanthini Tharahan




Other Potential New Studies:

	Sponsor
	Sponsor ID
	Provincial Applicant / PI
	Org
	Main Contact

	Seattle Genetics
	HER2CLIMB-02 Breast
	Ana Lohmann
	LHSC
	MaryBeth Husson

	CCTG
	PR.22
	Scott Morgan
	TOH
	Lisa Turiff

	AZ
	D967JC00001
	Xinni Song
	TOH
	Lisa Turiff

	Seattle Genetics
	SGN35-031
	Selay Lam
	LHSC
	Maisam Abouzeeni

	 
	 
	 
	 
	 

	DebioPharm Intl
	TrilynX
	Paul Stewart
	LHSC
	MaryBeth Husson





CONTINUING REVIEW APPLICATIONS
Even though CTO Stream sends automatic courtesy reminders 45, 30 and 15 calendar days before the expiry date, CR applications should be submitted as close to the relevant meeting deadline as possible, and not until after the imminent OCREB meeting at the earliest (i.e., close to the December 15, 2020 deadline for the January meeting). 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 January 8th 2021 Meeting
For studies expiring January 8th up to Feb 11th inclusive, provincial and centre continuing review applications are due by the <<date>> deadline for the <<date>> meeting, unless a study closure has been or will be submitted.


NOTEWORTHY ITEMS 

A place for sharing new information, updates and other noteworthy items affecting the research community…
1. Management of clinical trials during the COVID-19 pandemic: Notice to clinical trial sponsors: https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/announcements/management-clinical-trials-during-covid-19-pandemic.html
2. the new ICTRP website: https://www.who.int/clinical-trials-registry-platform
3. The National Institutes of Health (NIH) recently announced a $12 million award for outreach and engagement efforts in ethnic and racial minority communities that are being disproportionately affected by the COVID-19 pandemic. 
https://sph.unc.edu/sph-news/nih-funds-community-engagement-research-efforts-in-areas-hardest-hit-by-covid-19/?mc_cid=e6e096d946&mc_eid=3320c4be81



Next Web/Teleconference Session

To be determined
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