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To describe the process for requesting new treatment and therapy plans, new CAS protocols, and the ongoing review and maintenance of exiting plans within the Digital Health Record (DHR) to ensure that all staff are able to access current and evidence-based approved versions of protocols when delivering patient care.
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This procedure relates to all protocols within DHR and applies to staff using DHR for adult patients who are being treated within the Canberra Region Cancer Centre (CRCC) and Canberra Health Services (CHS) including:
· Specialists in Haematology, Medical Oncology, Immunology, Rheumatology, Renal, Gastroenterology, Dermatology, Neurology and Respiratory
· Registered Nurses and Nurse Practitioners
· Oncology Pharmacy
· The DHR Protocol Coordinator within CHS.

The procedure relates to treatment and therapy plans created from:
· eviQ protocols
· Cancer and Ambulatory Support (CAS) approved protocols, where an eviQ protocol is unavailable
· Individualised protocols
· Clinical Trials
· Therapy plans for Medical Day Unit patients.

New medication requests should be requested via the DHR Portal and are outside of the scope of this document.
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A protocol outlines a recommended treatment regimen for a specified condition, describing the drug(s), dose, frequency, duration of treatment and other considerations that need to be taken into account when setting up the Treatment Plan or Therapy Plan in DHR. The integrity of protocol information entered into the DHR must be maintained with a rigorous and documented checking process. The setting up of Treatment and Therapy Plans can only be undertaken by a DHR Beacon trained analyst. No new pathways will be entered into the DHR and made available for use unless this process has been followed. Refer to Section 6.

eviQ
In accordance with the CHS Guideline Chemotherapy: Care of the Adult Patient (eviQ), CHS endorses the use of eviQ as the best practice standard to follow in the provision of care and management of adult patients receiving chemotherapy. The New South Wales Government resource eviQ is a freely available online resource of cancer treatment protocols that provides evidence-based information support to health professionals in delivering cancer treatments. Protocols included on eviQ are approved for use within CAS and can be added to the DHR. The DHR Protocol Coordinator will check for updates quarterly.

Protocols developed by other international cancer groups
Protocols that have been developed and are in use by other international cancer groups such as British Columbia Cancer Agency and American Society of Clinical Oncology , and the National Comprehensive Cancer Network are approved for use in CAS and can be added to the DHR . These Procotols should be developed as CAS Protocols to contextualise to Australian context.

Clinical Trial Protocols
Clinical trial protocols will have been approved by the relevant regulatory agencies and study sponsors. The approval process is governed by the Canberra Health Services Clinical Trials, Registries and Biobanks Procedure Manual One: Study Start-up and Closeout. The latest version of this will be found on the CHS Policy and Guidance Documents Register.
Study Protocols and Clinical Trials are done by the companies running the trials and are highly regulated. They need to come through the CHS Human Research Ethics Committee before they can be approved for use at CHS. Once they are approved and a site initiation visit (SIV) date is made then a request needs to come to DHR to build these as treatment/therapy plans.  Treatment and therapy plan build requests are required six weeks before the trial opens.  ..

CAS Protocols
Protocols which are not on eviQ, or international guidelines, may be required to be developed as a CAS protocol. In these cases an approved CAS protocol can be developed as outlined in the protocol development process below. CAS protocols can either be made available for general use, or be required for individual one-off use for rare diseases or patient specific circumstances. If an individualised protocol is required on more than three or four occasions, it should be considered for development into a CAS protocol for general use. Protocols that have been discontinued on eviQ, but are still required, will be written as a CAS protocol. 

CAS protocols  require authorisation and approval from the Unit Director or their delegate and should be tabled at the CAS Clinical Governance Committee for noting. 

It is not appropriate to use a treatment plan from another tumour stream.  If the required protocol is not available on eviQ or in international guidelines, a CAS protocol should be developed, as outlined above.

Note: Individualised protocols are not required for dose changes that are an accepted part of treatment or for changes to supportive medications. Individualised protocols will be referred to the Clinical Governance Committee on a monthly basis for noting by the Unit who developed the protocol.

Non-Cytotoxic Treatment
Information regarding non-cytotoxic treatment for immunology, rheumatology, gastroenterology, renal, respiratory and dermatology plans can be found in the Australian Medicines Handbook https://shop.amh.net.au/ or other appropriate reference. A formal treatment protocol is not required.

Variations from standard practice
Variations from standard practice outlined within a treatment protocol, including individual drug dose variations, may be clinically appropriate for individual patients, and reasons for such variation and discussion with the patient and/or carer should be clearly documented in the patient’s clinical record within the DHR.  
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Note: Sections 2 to 4 do not apply to protocols available on eviQ, internationally recognised protocols (ASCO, NCCN), therapy plans for a Medical Day Unit specialty, or clinical trials.

Approval is first required to commence development of a draft protocol. The need for a new CAS protocol may be indentified by a medical oncologist, haematologist or Advanced Trainee (the requestor). The requestor must first ensure no approved protocol exists on eviQ and consult with the Unit Director, or delegate to seek approval to commencedevelopment of the draft protocol (www.eviq.org.au)\


The Unit Director, or their delegate, should be consulted to confirm the need for the development of the protocol before proceeding. If approval is received development of a draft protocol may be commenced (refer to Section 3 below). This approval is given via email to the relevant clinicians.
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The requestor must conduct a literature search and provide relevant reference materials to support the new protocol in order to facilitate safe, best evidence based clinical practice. This should include:
· the name of the protocol including, the indication for use
· the dosing information
· supportive medication
· any contraindications/alerts/notes
· dose modification/reduction guidelines
· the number of cycles
· required blood tests and any other diagnostics
· pre-treatment pathology values
· protocol notes, administration details; and references
· Drug funding and availability should be considered at this step and discussed with pharmacy as appropriate. 

The requestor then needs to create a draft protocol using the approved CAS protocol template and uploaded onto the dedicated SharePoint site for protocols . Cancer and Ambulatory Services - CAS Chemotherapy Protocols - All Documents (sharepoint.com)
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The draft protocol should be sent for consultation to:
· the requesting medical officer
· Unit Director or their delegate
· oncology pharmacist
· relevant Clinical Nurse Consultant (CNC) or their delegate
· pharmacy and nursing must be included all consultation rounds. An oncology pharmacist and the CNC from the relevant specialty must check the draft protocol with all relevant documentation provided for approval.

The draft protocol should be approved by two medical officers working in the same sub-speciality.
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Protocol approvals are as follows:
· EviQ protocols and internationally recognised protocols may be authorised and automatically approved by the Unit Director or their delegate
Medical Day Unit therapy plan requests must be approved by the Unit Director or delegate
Clinical Trial requests are considered approved if they have CHS Human Research Ethics approval.
For CAS protocols, the draft can be approved at the monthly medical meeting for the relevant specialty area and receive final approval by the Unit Director or their delegate.  CAS protocols should be reported at the Unit meeting.
Note: An urgent protocol will be approved at the time it is required by the Unit Director or their delegate and will not need to wait to be approved at the monthly medical meeting.

Written approval from the Unit Director must be obtained in the form of an electronic signature on the CAS protocol template to authorise the build in the DHR 
If urgent, the requestor should seek support and approval from a second specialist (normally the Unit Director, or if the requestor is a Unit Director, another senior specialist from the area)
The final version is provided to a DHR Protocol Coordinator for a final check 
[bookmark: _Hlk137119835]The requestor should provide sufficient information on the CAS protocol template and inform pharmacy and treatment areas of the planned treatment so that staff have an appropriate understanding of the protocol to ensure safe practice. 
The final Protocol will be tabled at the CAS Clinical Governance committee
Endorsed Protocol should be sent to the Beacon DHR team by the DHR Protocol Coordinator to be built as a Therapy or Treatment plan (refer to Section 6 below).
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All requests for new treatment or therapy plan build will be sent to the DHR Beacon team via the Jira Portal Digital Support - Jira Service Management (atlassian.net). Protocols can be flagged as a priority to the Beacon team. Requests for eviQ protocols, internationally recognised protocols and medical day unit specialty therapy plans can be sent through by the requesting provider. The DHR Protocol Coordinator will send through CAS protocol templates once they are finalised.

Clinical trial requests will be sent through by a Clinical Trials Start-Up Specialist or the relevant Study Coordinator, clinical trial coordinators, Principal Investigators once the relevant request templates have been finalised.

The following timeframes apply:
· Clinical trial treatment and therapy plan requests will have a completed request template for each arm of the trial sent through to the DHR Beacon team six weeks prior to the site initiation visit (SIV) date.
· All other requests will be sent through to the DHR Beacon team one week prior to the patient’s commencement date. For treatment or therapy plan requests from a CAS protocol, the final, approved protocol is required one week prior to the patient’s commencement.
· On occasion urgent treatment in a shorter timeframe may be required.  A shorter turnaround time may be requested on these occasions, but should make up the minority of overall requests.  

A DHR Beacon analyst enters the new protocol into the DHR as a treatment or therapy plan. 

The draft Treatment or Therapy Plan must be validated by a pharmacist requesting doctor and the relevant CNC or their delegate. The pharmacist must be oncology trained if the treatment or therapy plan is a haematology, oncology or medical day unit chemotherapy based request. Clinical Trials will also need a second Clinical Trials Pharmacist validation, and validation by the Clinical Trials Co-ordinator. The draft will be provided as a downloaded word document.

The draft Treatment or Therapy Plan must be validated by an oncology pharmacist, the requesting doctor and the relevant CNC or their delegate. Clinical Trials will also need a second Clinical Trials Pharmacist and the Clinical Trials Co-ordinator. The draft will be provided as a downloaded word document.

Validation by the Oncology Pharmacist of the Treatment/Therapy Plan build. The following must be validated by the oncology pharmacist:
· Pre-treatment check list
· Protocol notes
· The drugs and doses
· Routes of administration
· Administration times and timing for all medication
· Supporting hydration and/or medication
· Time interval between cycles and total number of cycles
· If more than one cycle a template is required to make the treatment plan, and that the correct numbers of each template have been used
· Infusion vehicles, volumes and stability
· Product manufacturing details check for new products
· Using professional judgement, check any other details that are clearly defined in the original protocol.
· eviQ or other references attached.

Validation by relevant CNC or their delegate: 
· Protocol name 
· The drugs and doses
· Routes of administration
· Times of administration and monitoring required
· Time interval between cycles and total number of cycles
· If more than one cycle template is required to make the pathway, that the correct numbers of each template have been used
· Supportive medications
· Any additional notes or information stated.

Validation by Requesting Doctor
The following must be validated by the requesting medical officer, or Principal Investigator:
Pre-treatment check list
Protocol notes
· The diagnosis assigned to the regime
· The drugs and doses
· Routes of administration
· Supporting hydration
· Supportive medication
· Time interval between cycles and total number of cycles
· If more than one cycle template is required to make the pathway, that the correct numbers of each template have been used
· Pathology tests required for each cycle
· Other required tests of note e.g. ECHO for Left Ventricular Ejection Fraction

Clinical Trial Co-ordinator and Clinical Trial Pharmacist

Clinical trial treatment or therapy plans must additionally be verified and double checked by a clinical trial co-ordinator and a clinical trials pharmacist. Investigational medications, doses and administration schedules must be verified against the study protocol (refer to the Definitions Section) that has been approved by all relevant regulatory agencies and study sponsors. If any changes are required it must be re-verified by the person requesting the change. The clinical trial co-ordinator will pay particular attention to the pathology sections  given their expertise and knowledge.

Note: If significant changes are needed to the draft, re-validation should occur.

When validation has occurred by all required parties, the DHR Beacon team will make the finalised plan available for use in the DHR. The DHR Beacon analyst will reply to the Jira ticket to notify of publication to the DHR Production environment.

The individualised treatment and therapy plans will be activated, then prescribed for the patient it was created for only, then retired.  The same individualised treatment or therapy plan cannot be used for multiple patients. 
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The following process should be followed for Treatment and Therapy Plan Review and Update in DHR:
· Treatment and therapy plans should undergo a review process at minimum every three (3) years in line with the eviQ schedule
· Any protocol changes included as part of the monthly eviQ update should be completed within one week. These are to be requested by the DHR Protocol Coordinator within CAS as a Jira ticket to the Beacon team
· New protocols relevant to CHS listed on eviQ should be assessed by the relevant unit to determine if they should be included in the DHR. This is to reduce the need for urgent pathways, or the use of CAS or individual protocols the protocol is available on eviQ
· Protocols should be assessed for currency, clinical need, usage, changes in clinical practice and updates required by the multidisciplinary team. Unused protocols will be automatically retired after 3 years unless specifically requested by the Unit to keep them.
· Therapy/Treatment Plan review meetings will be the responsibility of Medical Officers
· The review meetings will be attended by:
· Lead Medical Officer for the tumour stream
· A senior oncology pharmacist
· One other Medical Officer with interest in the particular tumour stream (if available)
· Senior CAS nurse (CNC or their delegate).
During these meetings the following information will be presented and discussed:
· The therapy and treatment plans available in the DHR for that tumour stream, and the number of times they were used in the past three years
· Decisions to inactivate plans that are no longer required
· For pathways with a CAS protocol, a review and update of the protocol by an oncology pharmacist, a Medical Officer and a CAS CNC or their delegate
· There should be no discrepancies between the DHR therapy or treatment plans and the protocol used
· Any requests from the Medical Officer for changes to be made to treatment or therapy plans and/or protocols, or new treatment and therapy plans added to the DHR will be sent to the DHR Beacon team, and the approval process described in sections 5 and 6 will need to be followed
· [bookmark: _Hlk72134526]A summary of the requested changes and decisions made during the meeting will be provided by the DHR Protocol Coordinator and distributed to the attending team and the CAS Clinical Governance Committee to endorse the process.
Protocols and pathways will either:
· Remain unchanged if no updates are required
· Be updated if required and approved through the standard approval process
· Be inactivated if no longer required.
The status of the protocol reviews will be provided to the CAS Clinical Governance Committee on a monthly basis.
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Outcome 
· Continuing improvements and assessment of the quality of the DHR Treatment and Therapy plans will be undertaken as outlined in this procedure.
· Improvements will be focused on effectiveness, audit results and consumer and staff feedback as outlined in the National Safety and Quality Health Standards.
· [bookmark: _Hlk72134582][bookmark: _Hlk72134668]No adverse events or near misses arising from use of the DHR Protocols 
· Staff are aware of their responsibilities and will comply with this procedure.

Measures
The procedure within this document is evaluated through Riskman notifications and audits of DHR Therapy and Treatment Plans.
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Policies
· Medication Handling Policy


Procedures
· Chemotherapy Care of the Adult Patient (eviQ) Placeholder
· Nursing and Midwifery Board of Australia (NMBA) Requirements for Practice

Guidelines
· Consent for Healthcare Treatment
· COSA: Cancer chemotherapy medication safety guidelines
· Australian Commission for Safety and Quality in Health Care, User Guide for Medication Management in Cancer Care 2020
· Australian Medicines Handbook https://shop.amh.net.au/ 

Legislation
· Medicines, Poisons and Therapeutic Goods Act 2008 ACT
· Medicines, Poisons and Therapeutic Goods Regulations 2008 ACT
· Human Rights Act 2004 ACT
· Health Records (Privacy and Access) Act 1997 ACT

Other
Australian Charter of Health Care Rights
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Not applicable
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Treatment Plan, Therapy Plan, Digital Health Record , DHR management, protocol. 
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Disclaimer: This document has been developed by Canberra Health Services specifically for its own use.  Use of this document and any reliance on the information contained therein by any third party is at his or her own risk and Canberra Health Services assumes no responsibility whatsoever.
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