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Monthly Centre Web/Teleconference Meeting Summary
Friday March 6, 2020  @ 9am
ATTENDEES	
	Sites:
	1. Hamilton Health Sciences
2. Hospital for Sick Children, Toronto
3. Lakeridge Health, Oshawa
4. London Health Sciences Centre
5. Markham Stouffville
6. The Ottawa Hospital



	7. Sunnybrook Health Sciences Centre, Toronto
8. Thunder Bay Regional Health Sciences Centre
9. Trillium Health Partners, Mississauga 
10. UHN (PMCC, TGH, TWH), Toronto


	OCREB:
	Beren Avci, Aurora de Borja, Carrie Li,  Cindy Sandel, Alison van Nie



REGRETS	
	Sites:
	11. Cambridge Memorial Hospital
12. CHEO, Ottawa
13. Grand River Hospital
14. Humber River Hospital, Toronto
15. Kingston General Hospital
16. Michael Garron Hospital, Toronto
17. Niagara Health System
18. North York General Hospital

	19. Royal Victoria, Barrie
20. St. Joseph’s Healthcare, Hamilton
21. Sinai Health System, Toronto
22. Southlake Regional Health Centre, Newmarket 
23. Unity Health (St. Michael’s/St. Joseph’s), Toronto
24. William Osler Health Centre, Brampton
25. Windsor Regional Hospital
26. Women’s College Hospital, Toronto


	OCREB:
	Yooj Ko (Chair), Janet Manzo



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

NCWG ICF template
The National Consent Working Group (NCWG) is ready to release the new ICF templates – one for adults, one for paediatrics and an Assent form. The roll out of the forms will be gradual giving applicants time to review the new requirements and to become familiar with the templates. More information to follow.

REMINDERS

Physical Risks in research and lay language
Please ensure that the risks as included in the consent form are described in lay language – for some risks the symptoms may be helpful to include.  See the following examples:
· Low platelet count which can lead to easy bruising and bleeding (thrombocytopenia)

· Changes in the electrical activity of the heart, called QTc prolongation. This is an abnormality of the heart rhythm and may cause dizziness, palpitations, fainting, and in severe cases loss of consciousness and even death
· Gastroenteritis also known as infectious diarrhea. This is the inflammation of the gastrointestinal tract—the stomach and small intestine 
· Sepsis: This is a severe and potentially life-threatening condition caused by the body's response to an infection. The body normally releases chemicals into the bloodstream to fight an infection. Sepsis occurs when the body's response to these chemicals is out of balance, triggering changes that can damage multiple organ systems

Centre Amendments (CAMs)
[bookmark: _GoBack]Refer to SOP addendum 403 for information regarding the adoption of provincially approved amendments (PAMs) at the centre level; PAMs are adopted by all centres without centre-specific submissions – i.e., the submission of CAMs is not required to indicate the adoption of the amendment by centres.  If a participating centre does not plan to implement the amendment, this must be discussed with the sponsor and, if relevant, an accompanying Note-to File must be included in the study files.

OmniTrace and Reimbursement Cards requiring Optional Consent Forms
Since OmniTrace (participant location) and study reimbursement cards (e.g., ClinCard) are optional for the participants as well as for the participating sites, there is no need for centres to submit a centre amendment to signal that the centre will/will not implement participant locator or reimbursement optional consent forms.
· Current recommendations are for the consent for Omni Trace and the consent for study reimbursement cards to be noted as optional in Optional Consent Forms; (contact the OCREB study coordinator for draft templates)
· Centres should discuss the implementation of the optional consents with the sponsor and include a Note-to-File in the study files if the optional consent will not be implemented at the centre.


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 in February, 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 March 13th meeting:
	CTO ID
	REC
	Sponsor
	Sponsor ID
	PI
	PA
	Study Contact

	2004
	Beren
	COG
	ANBL1821
	Daniel Morgenstern
	HSC
	Jennifer Kim

	2052
	Aurora
	Pfizer
	B8011006
	Girish Kulkarni
	UHN
	Aisha Egal

	2055
	Beren
	Novartis
	CACZ885T2301 (CANOPY-A)
	Marc DePerrot
	UHN
	Jennifer Lister

	2069
	Cindy
	AZ
	D9106C00001 (AEGEAN)
	Hamid Mithoowani
	GRH
	Carol Ballantyne

	2075
	Cindy
	Merck
	MK-3475-975
	Timothy Asmis
	TOH
	Lisa Turriff

	2088
	Carrie
	Roche
	WO42017
	Stephanie Lheureux
	UHN
	Bonnie Kwan

	2091
	Carrie
	IIS (AHS)
	MK-3475-418 
	Michael Vickers
	TOH
	Lisa Turriff

	2097
	Aurora
	IIS (BCCancer)
	CAFCARS 
	Craig Goldie
	KGH
	Kristina Carmichael





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 March 17 deadline for the April 3 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 April 3, 2020 Meeting
For studies expiring April 3 to May 7, inclusive, provincial and centre continuing review applications are due by the March 17, 2020 deadline for the April 3 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…

· TCPS 2 (2018) – Index added online - In response to the research community’s request, the Secretariat on Responsible Conduct of Research has created an index at the end of the PDF version of the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, TCPS 2 (2018).  

· The 2020 edition of the International Compilation of Human Research Standards has been released and is now available online! 

It contains a list of over 1,000 laws, regulations, and guidelines on human participant protections in 133 countries and from many international organizations, most of which include hyperlinks to the source documents. The Compilation is designed for use by IRBs, researchers, sponsors, and others involved in human subjects research around the world.

Access the International Compilation at: www.hhs.gov/ohrp/international/compilation-human-research-standards/index.html

Next Web/Teleconference Session

April 3 @ 9am
Teleconference 2020-Mar-06		Page 3 of 3
image1.jpeg
@ ocreb




