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Authority 
Subregulation 59(3) of the National Health (Pharmaceutical Benefits) Regulations 1960 (the Regulations) provides that the Minister may declare an approved hospital to be a listed approved hospital for the purpose of a Pharmaceutical Benefit Scheme (PBS) prescriber writing a medication chart prescription for a patient receiving treatment in or at an approved hospital.  
Purpose
The Regulations, as amended by the National Health (Pharmaceutical Benefits) Amendment (Medication Chart Prescriptions) Regulation 2015 which commence on 1 April 2015, provide for a medication chart prescription to be used for a hospital patient, for prescribing, dispensing and claiming on the PBS and Repatriation PBS (RPBS).  These legal requirements for the hospital medication chart prescription build on the existing medication chart prescription for persons at a residential aged care facility which already allows for PBS/RPBS claiming directly from a medication chart.  
This declaration is a consequential instrument to declare certain approved public and private hospitals to be a ‘listed approved hospital’ for the purpose of participation in paper-based hospital medication chart prescription trials starting from 1 April 2015.  
The Regulation amendments implement the PBS Medication Charts for Public and Private Hospitals measure (the PBS HMC), announced by the Australian Government as part of the 2014-15 Budget.  The implementation of the measure, including this consequential declaration, will reduce the regulatory burden currently placed on PBS prescribers, approved suppliers, and nurses in hospitals.  It will remove the need for duplication of PBS/RPBS prescription information, and improve work flows for health professionals, and health outcomes, through a reduction of transcription errors.  
The Regulation amendments, including this consequential declaration, is aligned with and supported by the Australian Commission on Safety and Quality in Health Care (ACSQHC).  The ACSQHC is developing national standardised medication charts appropriate for use in hospital settings which also support PBS/RPBS subsidy directly from a PBS prescriber’s medication chart prescription without the need for a separate PBS/RPBS prescription.  
Regulation 59 provides for a transitional period for medication chart prescriptions for hospital patients during which an approved hospital must also be a declared ‘listed approved hospital’.  The transitional period ends before 1 July 2016 for a paper-based hospital medication chart prescription, and before 1 April 2017 for a hospital medication chart prescription which is also an electronic prescription.  These transitional periods support trial testing and evaluation prior to full implementation.  Trials of the paper-based hospital medication chart are scheduled from 1 April 2015.
Schedule 1 of the declaration specifies eighteen ‘listed approved hospitals’ for the trial of the paper-based hospital medication chart prescription, in nine private hospitals and nine public hospitals.  Consistent with the phased implementation of the PBS HMC to accommodate stakeholder readiness, trials of the paper-based medication charts as directed by the PBS HMC are scheduled to start in private hospitals and public hospitals from 1 April 2015 and 1 May 2015 respectively. 
Consultation

Since the announcement of the PBS HMC in 2014, the Department of Health has undertaken an extensive consultation process involving all key health stakeholders.  These consultations indicate widespread and strong support for the trial of the PBS Hospital Medication Chart and amendments required to the Regulations and associated legislative instruments to support the measure.  Consulted stakeholders include States and Territories, Australian Private Hospital Association, Society of Hospital Pharmacists of Australia, Pharmaceutical Society of Australia, Pharmacy Guild of Australia, Australian Medical Association, Cancer Voices Australia, Consumers Health Forum of Australia, National Prescribing Service, the ACSQHC, and the National E-Health Transition Authority.  Similarly, the Department of Human Services has received strong support from a range of stakeholders for the implementation of paperless (electronic) claiming of PBS/RPBS medicines.  This includes support for transitional arrangements to ensure stakeholder readiness for the implementation of paperless PBS/RPBS claiming.

Recommendations for the selection of hospital trial sites for this declaration were provided by the ACSQHC.  The ACSQHC has responsibilities for advising the Australian Government and state and territory health Ministers on health care safety and quality improvements in Australia.  The ACSQHC will conduct a formal evaluation of the trials of the PBS HMC for advice to governments to ensure the chart meets the needs of patients in the hospital-care setting.  
In November 2014 the ACSQHC invited hospitals Australia-wide to submit formal written expressions of interest to participate in the PBS HMC.  Information regarding the submission process was made available to the hospital sector on the ACSQHC web site, and also communicated via the ACSQHC inter-jurisdictional and private hospital sector committees, the Australian Private Hospitals Association, and peak public and private hospital sector providers and stakeholders.

Hospitals seeking to participate in the PBS HMC were required to submit to the ACSQHC a formal structured application with written approval to participate from the hospital Chief Executive Officer.  The applications specified the names, roles and experience of the clinical team(s) responsible; project governance and oversight; and communication, training and education plans to support the trial and trial readiness within the hospital.

Applications were reviewed and evaluated by an expert panel convened by the ACSQHC using standard ACSQHC processes and evaluation methodology, consistent with the ACSQHC PBS HMC Stakeholders Reference Group criteria for trial participation.  The evaluation recommended hospital trial sites for the Minister’s consideration in a range of clinical-care settings, geographical locations and business operations.

Each of the hospital trial sites listed in this declaration has agreed to participate in the PBS HMC trial; with agreements in place with the ACSQHC describing the scope, timelines and governance arrangements for trial participation.
This Instrument will not breach subsection 12(2) of the Legislative Instruments Act 2003 because although it commences retrospectively, the effect of the instrument on the rights of a person will not be to disadvantage that person; nor are liabilities being imposed on a person in respect of anything done or omitted to be done before the date of registration. 

This declaration commences on 1 April 2015.

This declaration is a legislative instrument for the purposes of the Legislative Instruments Act 2003.
Statement of Compatibility with Human Rights

Prepared in accordance with Part 3 of the Human Rights (Parliamentary Scrutiny) Act 2011
National Health (Medication chart prescription trial hospital) Declaration 2015
This instrument is compatible with the human rights and freedoms recognised or declared in the international instruments listed in section 3 of the Human Rights (Parliamentary Scrutiny) Act 2011.

Overview of the Instrument
The purpose of this legislative instrument, made under subregulation 59(3) of the National Health (Pharmaceutical Benefits) Regulations 1960 (the Regulations), is to declare certain approved hospitals as a ‘listed approved hospital’ for paper-based medication chart prescription trials in public and private hospitals.

The Regulations, as amended by the National Health (Pharmaceutical Benefits) Amendment (Medication Chart Prescriptions) Regulation 2015 commencing on 1 April 2015, provide for hospital medication chart prescriptions to be used for prescribing, dispensing and claiming for supply of pharmaceutical benefits, without the need to produce a separate prescription for Pharmaceutical Benefits Scheme (PBS) and Repatriation PBS purposes. 
Regulation 59 of the Regulations provides for trial access initially, for ‘listed approved hospitals’, for paper-based medication chart prescriptions starting from 1 April 2015 and ending before 1 July 2016, and for electronic medication chart prescriptions ending before 1 April 2017.  This instrument declares eighteen listed approved hospitals for the paper-based medication chart prescription trial starting from 1 April 2015.
The instrument assists in implementing the PBS Medication Charts for Public and Private Hospitals measure, announced by the Australian Government as part of the 2014-15 Budget.  The measure is aligned with standardised hospital medication charts produced by the Australian Commission on Safety and Quality in Health Care. 
Human rights implications

This instrument engages Articles 2 and 12 of the International Covenant on Economic, Social and Cultural Rights by assisting with the progressive realisation, by all appropriate means, of the right of everyone to the enjoyment of the highest attainable standard of physical and mental health. 
The PBS assists with advancement of these human rights by providing for subsidised access to medicines.  The Regulation amendments and this instrument are a positive step towards attaining the highest standard of health for all Australians.  Increased efficiencies from the use of hospital medication charts for PBS purposes assists to reduce duplication and improve workflow for health professionals.  This is turn can assist health professionals to achieve improved health outcomes for patients.
Conclusion 
This instrument is compatible with human rights because it advances the protection of human rights.
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