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High Level Overview
What: 	Phase 1 Clinical Trials Unit with an 8-bed capacity
Where: Mt. St. Joseph Hospital, 2nd Floor - 3080 Pr. Edward Ave., Vancouver, BC.
Who: 	Interim Medical Director – Dr. John Boyd, Email: John.Boyd@hli.ubc.ca 
Research Operations Manager – Lena Legkaia, Email: P1CTU@providencehealth.bc.ca 
When: 	The unit will be fully operational in May 2025
Why: 	To provide space and opportunity for sponsors and investigators who want to run non-cancer Phase 1 studies
Details
Mount Saint Joseph (MSJ) Hospital will soon become the only non-cancer Phase 1 Clinical Trials Unit (P1CTU) in Western Canada, thanks to an investment by the government of British Columbia.  On October 10, 2023, the BC Ministry of Health announced it is investing $4.2 million to establish an 8-bed unit at MSJ in Vancouver. Michael Smith Health Research BC announced it would provide $600 thousand to further support the unit’s operations and contribute to the establishment of an academic chair to provide overall clinical leadership of the CTU, scheduled to open in May 2025.  
This new P1CTU will create significant opportunities for BC life sciences companies (Phase 1a) and PHC Investigators (Phase 1b), helping to generate high-quality jobs and training opportunities as well as retain critical intellectual property within the province. Importantly, BC patients will gain access to potentially life-saving therapeutics through clinical trials that were previously unavailable locally. 
The P1CTU will operate through a collaborative hybrid model between PHC Research and the MSJ High Acuity Unit (HAU). This partnership, combined with rapid access to the HAU, will enhance participant safety. Highly trained research staff will ensure seamless protocol execution and generate robust, high-quality research data.
To ensure close monitoring of participants’ health, the unit is equipped with state-of-the-art medical technology, including continuous cardiac monitoring, crash cart, vital signs machines at each bedside, ECG machines, and a dedicated examination room with an exam table.
The P1CTU laboratory is fully equipped for sample processing, with a refrigerated centrifuge, -70°C and -20°C freezers, a 2–4°C sample fridge, and other essential lab equipment. 
The unit also maintains its own supply of rescue medications to manage adverse events-. In collaboration with the pharmacy, the P1CTU is able to support and accommodate the rigorous requirement of Investigational Product (IP) management, preparation, and dispensation. There are dedicated areas for storage, a laboratory, a nurses’ station, and a multipurpose room that can also be used for examinations.
The unit consists of 8 participant beds spread across three rooms: two rooms with three beds each and one double room. For a comfortable overnight inpatient experience, participants have access to a lounge area featuring a kitchenette, dining table, couch, communal TV, and 24/7 staffing. 
For healthy volunteer studies, the P1CTU is actively building a database of individuals interested in participating in clinical trials via the REACH BC platform. As of May 2025, more than 150 individuals have registered.
Research staff are available to support investigators with protocol review, ethics submissions, contract and budget negotiations, staff scheduling, hospital department coordination, participant recruitment, and more. 
To learn more or to schedule a visit to MSJ P1CTU, please contact the Research Operations Manager, Lena Legkaia, P1CTU@providencehealth.bc.ca. 
Research Request form is available below if you are ready to submit your study for review.
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Request for Research Services at

Mount Saint Joseph’s (MSJ) Phase 1 Clinical Trials Unit (P1CTU)



Please initiate this form with as much information as you have available and contact P1CTU to proceed with completion. The approved form should reflect a feasible plan within the P1CTU’s capacity and should be a product of conversation between all involved parties.

Please send completed form and any relevant documents (e.g., Protocol, Laboratory Manual) to Research Operations Manager, Lena Legkaia, Email: elegkaia@providencehealth.bc.ca 



Requestor Information

		Name

		Click here to enter text.

		Email

		Click here to enter text.



		Address

		Click here to enter text.

		Phone #

		Click here to enter text.

		Study Role

		☐ Principal Investigator

☐ Co-Investigator

☐ Research Nurse

		☐ Research Coordinator

☐ Research Assistant

☐ Other (specify): Click here to enter text.







Study Information

		Principal Investigator Name

		Click here to enter text.

		Investigator Department

		Click here to enter text.		Investigator Research Group

		Click here to enter text.

		Investigator Office Address

		Click here to enter text.

		Email

		Click here to enter text.		Phone #

		Click here to enter text.

		Does PI or designee have MSJ privileges?

		☐ Yes ☐ No



		Study Title

		Click here to enter text.

		Protocol No.

		Click here to enter text.

		REB No. (if available)

		Click here to enter text.

		Study Disease

		Click here to enter text.

		Study Type

		☐ Investigator-Initiated Study

		☐ Industry Sponsored Study



		Funding Agency

		Click here to enter text.

		FAS No. (if available):

		Click here to enter text.



		Research Funds Location

		☐ UBC ☐ PHC ☐ Other: Click here to enter text. 



		Estimated start date

		Click here to enter text.		Estimated End Date

		Click here to enter text.

		Number of participants

		Click here to enter text.

		# Study Visits, Frequency and Inpatient or Outpatient

		Click here to enter text.










		Anticipated Services Required to be Provided by the P1CTU



		This is not an exhaustive list of our services; we will try to accommodate and meet any needs requested.



		☐ Full Study Management/Administration 

Checking this box indicates that you are requesting the P1CTU to manage all regulatory, staffing, lab, pharmacy, Investigational Product (IP) management, and study procedures listed below. Please confirm by also selecting below each applicable service individually. 



		Start-Up/Regulatory Services



		☐ UBC REB RISe Submissions

☐ Initial Application Development/Submission

☐ Amendment (PAA) Development/Submissions

☐ Annual Renewal Development/Submissions

☐ Requests for Acknowledgement Development/Submissions

☐ Informed Consent Form Development

☐ CTA/Contracts

☐ Budgets

☐ Liaising with Hospital Departments

☐ Obtaining Hospital Departmental Approvals:

If the following departmental approvals have been or will be obtained by the requestor, please attach proof of approvals to the P1CTU Research Operations Manager once available.

☐ MSJ Laboratory (for local safety samples)

☐ Pharmacy

☐ High-Acuity Unit (HAU)

☐ Medical Imaging

☐ Other: Click here to enter text.

☐ Other Regulatory Services: Click here to enter text.



		Staffing Services



		☐ Research Nurse

☐ Research Coordinator/Assistant

☐ Other Staffing Services:Click here to enter text.



		CTU Room Use



		☐ Exam/Multipurpose Room 

☐ Participant Bedrooms

☐ Lounge 

☐ Other Rooms: Click here to enter text.



		CTU Research Lab Services



		☐ Blood Sample Collection

Please specify protocol-required method of collection:

☐ Phlebotomy (venipuncture) ☐ IV Catheter ☐ No specified requirement 

☐ Other Method: Click here to enter text.

☐ Urine Sample Collection

☐ Other Sample Collection, please specify type of sample: Click here to enter text.







		CTU Research Lab Services (continued)



		☐ Central Sample Collection (blood, urine, or other specified above)

Please specify sample collection timepoints for e.g. PK/PD/ADA collection:

☐ Pre-Dose, specify timepoint (Hr/min): Click here to enter text.

☐ Post-Dose, specify timepoints:

☐ 8 Hr ☐ 12 Hr ☐ 24 Hr 

☐ Others, specify: Click here to enter text.

☐ Local Sample Collection (blood, urine, or other specified below)

Sample types: ☐ Blood ☐ Urine ☐ Other: Click here to enter text.

☐ MSJ Hospital Laboratory processing services required (please see Regulatory Services list of items)

☐ Processing of central samples:

Sample types:

☐ Blood ☐ Urine ☐ Other: Click here to enter text.

Processing method:

☐ Centrifuge ☐ Other: Click here to enter text.

☐ Short term storage of samples (<1 month) 

☐ -70 °C freezer ☐ -20 °C freezer 

☐ 4-14 °C fridge ☐ Ambient (room temp) storage

☐ Long term storage of samples (≥ 1 month)

☐ Shipping of samples: 

☐ Ambient ☐ Refrigerated ☐ Frozen (dry ice required)

☐ Batch Shipment of Frozen Samples (entails long-term -70 °C freezer storage)

☐ Transport of Samples to Designated Lab. Lab Location: Click here to enter text. 

☐ Check this box if all necessary supplies for sample collection and sample shipment will be provided to the CTU by the sponsor or by the requesting site.  

☐ Other CTU Research Lab Services: Click here to enter text.



		Pharmacy Services



		☐ Receipt, management, accountability, and storage of IP

☐ Preparation IP

☐ Transport of IP between pharmacy and site. Locations: Click here to enter text.

☐ Other Pharmacy Services: Click here to enter text.



		Please provide a brief description of the study drug(s), including nomenclature, dosage, route of administration, and storage conditions (if available):

Click here to enter text.



		Investigational Product (IP)



		☐ Administration of Study Drug

☐ Drug Storage:

☐ Ambient ☐ Refrigerated ☐ Frozen

☐ Other IP Management Services: Click here to enter text. 







		Study Procedures



		☐ Cerner PowerPlan Creation (with Pharmacy Involvement) 

☐ Participant Recruitment (including pre-screening)

☐ Consenting/Enrollment

☐ Screening Activities

☐ Inpatient Confinement Period, specify length: Click here to enter text.

☐ Intravenous (IV) Insertion

☐ Central Line/Catheter Insertion

☐ Biopsy or Surgical Procedure. Specify: Click here to enter text.

☐ Medical Imaging/Radiology, specify: ☐ HRCT ☐ MRI ☐ X-Ray ☐ Other: Click here to enter text.

☐ Continuous Monitoring

☐ Scheduling Study Visits

☐ Complete In-Person Study Visits/ ☐ Phone Visits

☐ Creation of Source Documentation, Case Report Forms (CRFs) or Study Logs (e.g., Adverse Events, Concomitant Medications, Transfusion Logs, etc.)

☐ Data Collection

☐ Questionnaire Distribution and Collection

☐ Vital Signs, specify post-dose timepoints: Click here to enter text.

☐ ECGs, specify: ☐ Triplicate ☐ 12-Lead ☐ 5-Lead ☐ Other: Click here to enter text. 

Specify post-dose ECG timepoints: Click here to enter text.

☐ Data Entry. Specify Electronic Data Capture (EDC) System (if known): Click here to enter text.

☐ Physical Investigator Site File and Subject Binder(s) Storage

☐ Archiving of Study Documents (long-term storage)

☐ Purchasing of supplies, specify: Click here to enter text.



		Please provide additional comments/details or requests for MSJ/P1CTU services below:



		Click here to enter text.









Note:  If you use P1CTU services the P1CTU will need to be added to the MSJ Application for Operational Approval to Conduct Research and your Ethics application (Section 4.2A “Institutions and Sites for Study”).



		Checklist of documents submitted along with this form:



		Submit all that are available.

☐ Protocol

☐ Lab Manual

☐ Pharmacy Manual

☐ ICF and other participant-facing materials

☐ REB Initial Application Coversheet and Certificate

☐ Departmental Contracts/Agreements

☐ Training and qualification documents for the PI

☐ Proposed budget

☐ Other, specify: Click here to enter text.









Operational Approval/Agreement



P1CTU Manager/Medical Director:

I confirm that:

· All operational and clinical issues have been reviewed and resolved to my satisfaction

· I agree that the above-mentioned study may proceed in the P1CTU pending the receipt of the Certificate of Ethical Approval and PHC Institutional Certificate of Final Approval



The investigator is responsible for providing the manager with copies of both certificates of approval.



If the time and/or resources required exceed our initial expectations (as outlined in this document), we reserve the right to review our ongoing involvement and reassess the study budget to ensure it adequately supports the unit's required resources. 



		P1CTU Manager’s Name

		

		Signature

		



		

		

		Date

		







		P1CTU Medical Director’s Name

		

		Signature

		



		

		

		Date

		











Please send completed form and any relevant documents (e.g., Protocol, Laboratory Manual) to 

Research Operations Manager, Lena Legkaia, Email: elegkaia@providencehealth.bc.ca 




		INTERNAL USE ONLY



		Hospital Departmental Approvals Signature Page

This section is to be completed by the manager or representative of each hospital department indicated below. Additional pages may be attached as necessary to include all departments relevant to this request. 



Department:

☐ MSJ HAU      ☐ Other: _____________________________________

Manager/Representative Providing Hospital Departmental Approval:

Full Name: _____________________________ 

Title: __________________________________

By signing below, you acknowledge the following: 

It is the responsibility of the requestor to disclose all research and hospital services required for the study. It is the responsibility of the hospital department to determine the impact of the requested hospital service and provide costs of those services to the investigators and requestor. Service costs provided to the requestor serve to inform the research study budget in the recovery of hospital operating costs. 



Once the study budget is determined, all parties are responsible for retaining documentation of service costings. 





Signature: _____________________________          Date: __________________________________





		



		☐  Check this box if additional pages are attached.
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We’re all in.





