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Outline 

• Regulatory review

- Healing Arts Radiation Protection Act (HARPA)

- Bill 160, Strengthening Quality and Accountability for Patients Act (2017)

• Schedule 9, Oversight of Health Facilities and Devices Act (OHFDA)

- Bill 60, Your Health Act (2023)

• CT Designations in 2024

- Overview

- Process

- Perspective from a radiation oncology physicist

- Perspective from an imaging physicist



Background

• The application of radiation is governed by a complex system of 

overlapping legislative regimes

• Healing Arts Radiation Protection Act (HARP Act, HARPA) is the 

principal provincial regime

- First introduced in 1980

- Regulates:

• ordering of x-ray procedures

• installation of x-ray machines

• operation of x-ray machines

• accidents involving x-ray 

machines

• . . .



Healing Arts Radiation Protection Act

Has not sufficiently evolved with changes in medicine

• Captures conventional radiographic, fluoroscopic, computed 

tomography, and dental equipment

- regs. apply to x-ray components (+ photographic QC)

- no consideration for detection devices, image processing, or display

- very limited utility re: CT

• Does not acknowledge other imaging modalities (magnetic 

resonance imaging, ultrasound, nuclear medicine)

• No potential for accommodating new technology, or usage of other 

energy applying and detecting medical devices (EADMD) 



Updating HARPA?

• it is not possible to broaden the scope of HARPA based on its 

current constitution

• new legislation was required:

Dec. 2017



Oversight of Health Facilities and Devices Act

• OHFDA promised flexibility for EADMD regulation through a 

licensing framework

• EADMD was to be prescribed in regulation with appropriate, 

contemporary safety/quality standards

- may refer to external (national/international) standards reflective of 

industry best practices

- allow for the most up-to-date standards to be adopted

Healing Arts Radiation Protection Act

Medical Radiation Technology Act

Ontario Mental Health Foundation Act

Independent Health Facilities Act

Private Hospitals Act



2018 to 2021. . .



New Landscape – 2023 and Beyond



Missing Years (2021-2022): Progress!

Government announced new “red tape and burden 

reduction measures” to minimize barriers on businesses

• commitment to enhance HARPA to “better enable innovation 

and the use of new and emerging technology”

MOH solicited the public for legislative/regulatory 

amendments to HARPA that:

• can be implemented within the existing HARPA framework

• are within the scope of the government 

→ OAMP responded

2021-04

2021-06
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Missing Years (2021-2022): Progress!

MOH convened a panel of “Sector Experts” to review the 

submissions received from members of the public, 

manufacturers, and associations

Following consultation, MOH decided on four targeted 

actions under HARPA that “will better enable the use of 

emerging technology while continuing to protect the 

safety of patients, workers and the public in the use of X-

ray devices”

2021-07

2021-10



2021-2022 Update (1/4)

1. Regulatory amendment to Reg. 543 on shielding design methods

 no one thought this could happen  

- change was posted to the provincial registry in Dec. 2021 and Jan. 

2022 to update the regulation

- in effect July 1, 2022

- existing dose limits have been maintained 
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2021-2022 Update

Clarifications to existing processes

2. Definitions of “owner” and “operator” and responsibility for lender 

and demonstration devices

- Updated public-facing forms and pamphlets

- Created guidance document

3. Simplified submission requirements for mobile devices

- Updated guidance document



2021-2022 Update

4. “Streamline” CT designation process

- “The ministry committed to updating 

and clarifying guidance to streamline 

the computerized tomography (CT) 

designation process for hospitals, 

create certainty for approval timelines, 

and eliminate unnecessary 

requirements.”

• Released December 2021

• Updated March 2024



CT Designation Requests - Overview

• Application documents are straight-forward

• Templates are provided

• New installations

- Business Case (“Appendix II”)
A. Overview & Current Status

B. Strategic Analysis

C. Resource Analysis

D. Capital Component Analysis

  → may require “Supplemental Capital Information” document  (“Appendix IV”)

• Replacement Equipment

- Simplified form (“Appendix III”) should certain conditions be met



CT Designation Requests - New Installations

Business Case (“Appendix II”)
A. Overview & Current Status

B. Strategic Analysis

C. Resource Analysis

D. Capital Component Analysis



CT Designation Requests - New Installations

Business Case (“Appendix II”)
A. Overview & Current Status

1. Outline reason for new/expanded CT service

2. Program and services (environmental scan, types of procedure, service volumes)

3. List CT scanners

4. Letter from the hospital (endorsed/signed by executive):

- base hours of operation

- confirm that the hospital will have a balanced budget (or plan to balance)

- confirm no additional base budget implications

- confirm that the CT will be purchased with previously secured funds

5. Description of the sponsoring hospital:

- programs/services available

- overall bed numbers

- catchment area, etc.

6. “Unique” factors that would make this proposal critical for the community/stakeholders



CT Designation Requests - New Installations

Business Case (“Appendix II”)
B. Strategic Analysis

1. Impact analysis

- Include target benefits

- Future success measures

- Dates for achievement

2. Impact on existing community service providers (e.g. IHFs) and other hospitals

3. List key assumptions and dependencies with other projects or initiatives

4. Infrastructure work (i.e. renovations or new construction)

5. Proposed “reach” of the CT services to other communities



CT Designation Requests - New Installations

Business Case (“Appendix II”)
C. Resource Analysis

1. List all costs (start-up, one-time capital, and operating)

2. Financial plan addressing funding sources

3. Analysis of health HR impact, impact on other services, and utilization management strategy

- Provide attestation that HR plan has been developed and implementable

4. Hospital’s fundraising strategy for capital and one-time start-up costs

5. Will the project require changes to current operational care model?

“Include a letter of support from Ontario Health (Cancer Care Ontario), if 

the equipment is part of its Radiation Equipment Replacement Grant for 

new or replacement / radiation therapy equipment”



CT Designation Requests - New Installations

Business Case (“Appendix II”)
D. Capital Component Analysis

1. Indicate if the equipment will be in the same room currently used for this purpose and there are no 

changes in the room size and configuration

- If response is “NO,” the hospital will be required to complete the 

“Supplemental Capital Information” document (“Appendix IV”)

2. Confirm if the proposed equipment is replacement CT, PET-CT or radiation therapy equipment to be 

funded as part of OH-CCO’s Radiation Equipment Replacement Grant

3. Describe equipment and construction contract: 

- Separate, Turnkey, Managed equipment services (MES)

“Appendix II”(A., B., C., and D.) = simple and straightforward

“Appendix IV” is not



CT Designation Requests - New Installations

Supplemental Capital Information (“Appendix IV”)
• Scope of Work and Impact(s)

- Spatial or functional impacts (e.g., displacement of staff/clinical programs and/or services)?

- Need for a building permit

- Proposed scope of work (structural, mechanical, electrical)

- Staging/decanting required to accommodate the installation of the CT scanner?

• Space Requirements (e.g., area to demolish, area to be purchased/leased, area to be renovated, etc.)

• Design Standards (compliance with CSA Z8000, etc.)

• Design Documentation:



CT Designation Requests - New Installations

Supplemental Capital Information (“Appendix IV”)
• Breakdown of Costs:

• Project Schedule:

• Attestations: Occupational Health & Safety, Infection Prevention and Control (IPAC), and Accessibility (AODA)



CT Designation Requests - Replacement

Replacement of CT Scanner Template (“Appendix III”)
• Confirm:

- no cost to the ministry for the installation, construction/renovation, or purchase of 

this device

- same room currently used for this purpose (no changes in size/config.)

- no change in access to patient care or any of the parameters approved in the 

original business case 

• will the CT equipment to be replaced will be de-commissioned once the 

new equipment is installed? 

• will the equipment be located in a regional cancer centre?

• rationale for replacement



CT Designation Requests - Summary

• Application documents are straight-forward

• Follow templates as provided

• New installations

- Business Case (“Appendix II”)
A. Overview & Current Status

B. Strategic Analysis

C. Resource Analysis

D. Capital Component Analysis

  → may require “Supplemental Capital Information” document  (“Appendix IV”)

• Replacement Equipment

- Simplified form (“Appendix III”) should certain conditions be met



Thoughts/Recommendations -  RO Physics

• Radiation therapy facilities have two very different types of 'CTs'

o Imaging only devices – CT simulators, C-arms, etc

o On-board kV imagers on linear accelerators

• There were submissions from multiple radiation therapy 

organizations at the time of the updates to the Act to have on-

board imagers on CNSC licensed linear accelerators exempt from 

the CT designation and XRIS process

o Would not be used for diagnostic purposes

o Are housed in rooms shielded for MV energies



Thoughts/Recommendations -  RO Physics

• Business case 

oNeed to provide letter of support from OH-CCO

▪ Funding letter, or letter of support – either can work

o Rest of the business case is fairly straightforward, make it clear that 

this is for radiation therapy imaging

o Except... Appendix IV for new installation or major renos



Thoughts/Recommendations -  RO Physics

• Streamlined process?

o Ministry says applications will be processed within 60 days

o Tips

o XRIS will accept submissions for shielding approval in parallel with 

designation application

o Members of RSO community of practice have shared business case 

templates between centres, saves on the need for creativity

o Officially, the machine cannot be pushed in until the letter of 

designation and XRIS approvals are in hand



Thoughts/Recommendations -  Imaging Physics
• This is an operational process and should be led by an operational employee

• Notably, “Appendix IV” requires input from multiple members/areas of the hospital

• example OH/MOH “Appendix IV” inquiries:

• “please ensure that the following IPAC technologies are included: Off-Set Drain Sinks”

• “the use of the following IPAC technologies are required to be included in planning. . .”

• “where these patients will change and access washrooms”

• “where will they receive contrast injections, etc.”

• “please confirm if sufficient HVAC air cooling is provided with the addition of the new CT suite 

and included in the cost estimate”

• “please confirm if any structural reinforcing is required for the installation of the CT equipment.”

• “please provide staging diagrams.”

• “the drawing shows the contractor travel path through the Exam Room Corridor. Please 

consider a less intrusive path of travel for all contractor work”

• “the existing air handling system does not have any system redundancy in place. Please 

confirm that it is not required with the addition of the new CT suite.”
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