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Executive Summary

1. In New Zealand, dietitians are regulated under the Health Practitioners Competence Assurance Act 2003 and provide clinical practice in a range of healthcare services. Dietitians provide therapeutic nutrition for medical treatment with respect to renal disease, diabetes, cardiovascular disease, and oncology across a variety of settings, including the context of paediatric or aged care nutrition.
2. In 1999, the Medicines Act 1981 was amended to allow the making of regulations to extend prescribing rights to designated classes of health professionals. Dietitians are seeking prescribing rights through that provision. 
3. Patients will receive more timely healthcare through dietitian prescribing. The efficiency and flexibility of the health workforce is also improved by maximising the expertise of dietitians. 
4. In July 2014, there were 406 dietitians (70 percent of dietitians with an annual practising certificate) recognised as being competent to prescribe by the Dietitians Board, which is the Responsible Authority under the Health Practitioners Competence Assurance Act, but having no status under the Medicines Act to prescribe prescription medicines. 
5. The proposal for regulation of this group is consistent with the Government’s commitment to utilise health practitioners to their full capability and to reduce the steps required for access to medicines, where possible and safe.
Status quo and problem definition
6. In New Zealand, dietitians are regulated by the Dietitians Board under the Health Practitioners Competence Assurance Act 2003 and have completed postgraduate training especially designed to enable clinically applied nutritional therapy within a range of healthcare services. The training also includes practical experience in foodservice organisations and community settings. Dietitians can provide therapeutic nutrition with respect to renal disease, diabetes, cardiovascular disease and oncology, in the context of paediatric or aged care nutrition. 

7. Patients are currently unable to access three prescription medicines through dietitians that are often required for nutritional treatment of medically diagnosed conditions. These prescription medicines are high-dose cholecalciferol (Vitamin D), high-dose zinc and high-dose pancreatic enzymes. At present, medical practitioners prescribe the three medicines on the recommendation of a dietitian, sometimes unnecessarily delaying patient access to the prescription medicine for several hours or days. 
Objective

8. This Regulatory Impact Statement is to consider whether enabling dietitians prescribing rights will improve patient access to more timely healthcare. The consideration of the case for a Designated Dietitian Prescriber (Dietitian Prescriber) scope of practice will take account of the need to:

· ensure pharmaceuticals for a patient’s dietetic treatment continue to be prescribed safely and effectively
· achieve more timely and convenient healthcare for patients
· make best use of the skill mix of health practitioners in managing the pharmaceuticals, including the three prescription medicines, for positive health outcomes. 
Regulatory impact analysis 
Status Quo option
9. Dietitians are unable to prescribe three prescription medicines, required as part of a patient’s dietetic treatment regime. Based on the diagnosis of the medical practitioner, dietitians are well-placed to recommend the treatment plan and decide the required dosage of the three prescription medicines referred to here. Dietitians are also well-placed to undertake ongoing management and monitoring of patients receiving these prescription medicines, which directly impact on nutritional status. Doctors in a collaborative team would get fewer interruptions for signing prescriptions and would be freed up for other work, if dietitians had the right to prescribe.
10. The current situation often requires patients to wait for double-handling and does not take full advantage of the training and expertise of dietitians who could provide this healthcare service to their patients. There is the potential to use dietitians’ expertise for improved delivery of more efficient and timely health services. There is currently no authority, under the Medicines Act, for dietitians to prescribe the three prescription medicines. Medical practitioners will write prescriptions on the advice of dietitians managing patients.

11. For example, currently patients with cystic fibrosis regularly see a dietitian, working in a collaborative team, who then recommends to a medical specialist one or more of the three prescription medicines. Sometimes a patient may have to wait for the doctor to sign the prescription or the medical specialist may have to be interrupted to obtain a signature.
12. Another example is patients with renal disease, which is increasing in New Zealand.  High-dose Vitamin D is often required for patients with end stage renal failure who are attending dialysis units. It is most efficient to prescribe high-dose Vitamin D at the point where the need is identified by the dietitian at the dialysis unit, thereby reducing any unnecessary delay. The Dietitians Board has indicated that there are approximately 25 specialist renal dietitians in New Zealand.

13. The status quo option does not meet the policy objective of providing timely and convenient healthcare.
Reclassification of medicines option

14. The Ministry has considered the option of reclassifying each of the prescription medicines to non-prescription medicines or reclassifying so that dietitians without prescribing rights can authorise their use.
15. As an example of this option, in May 2012, trimethoprim was reclassified to a prescription medicine except when administered by an authorised pharmacist. Pharmacists are now able to supply trimethoprim in packs of three tablets to women, aged 16 to 65 years, for the treatment of an uncomplicated urinary tract infection (UTI). The intention is to provide a more convenient method for women to access appropriate treatment for uncomplicated UTIs. Pharmacists must successfully complete the New Zealand College of Pharmacists' training in the treatment of UTIs before administering trimethoprim.
16. The reclassification option is a regulatory approach, which is time consuming and is not as future-proof as allowing prescribing rights. Reclassification also requires ensuring that dietitians are able to prescribe the three prescription medicines, considering dietitian competence standards and professional qualifications. In regard to ensuring competence, this option is similar to the prescribing rights option. 
17. Reclassification needs to occur for any new prescription medicine that was added to the list in the future.
18.  Reclassification of medicines is not the preferred approach of the Ministry.
Prescribing rights option – preferred
19. This option would enable dietitians to have designated prescribing rights. The Medicines Act 1981 allows the making of regulations to enable health practitioners to become designated prescribers.  Designated prescribers can only prescribe certain prescription medicines, as specified by the Director-General of Health by notice in the New Zealand Gazette. The prescription medicines that may be prescribed are specific to that class of health practitioners and dependent on the practitioner’s competence and scope of practice.
20. The Ministry of Health reports quarterly on the non-prescription medicines prescribed by dietitians to the Dietitians Board. This reporting allows the Dietitians Board to monitor any potential issues and the proposed three prescriptions could easily be added to these reports. 
21. A key benefit is that the list of prescription medicines could be modified more quickly allowing new medicines to be added compared to the reclassification option. 
22. This option also allows patients to access their nutrition-related prescription medicines through their dietitian.

23. Neither the prescribing rights option nor the reclassification option is non-regulatory. For dietitians to be allowed to prescribe the three prescription medicines, becoming designated prescribers is the preferred option since it will be more efficient to add new prescription medicines for Dietitian Prescribers to the benefit of their patients.
Statement of net benefit of the proposal
24. The extension of designated prescribing rights to Dietitian Prescribers is likely to improve patients’ healthcare experience. It will also be cost neutral for the patient, subject to PHARMAC adding dietitians to the Pharmaceutical Schedule for the subsidy of the three medicines. It will also make best use of the training of dietitians.
25. An efficient and readily accessible health system is a priority for the Government. Dietitian Prescribers will benefit New Zealanders requiring special purpose foods, nutritional supplements, some non-prescription medicines and access to the proposed three prescription medicines as part of their medical treatment.
26. Dietitian Prescribers, as nutritional experts, should contribute to more timely access to health services and better nutritional management of patients. The dietitians who can currently prescribe some pharmaceuticals from the Pharmaceutical Schedule will become Dietitian Prescribers with the regulatory change. Since 2013, all new graduates are qualified to be Dietitian Prescribers. 
27. There will be no cost associated with changes required to systems for monitoring the prescribing patterns of dietitians because the Ministry of Health already reports regularly to the Dietitians Board on current prescribing patterns for the non-prescription medicines they prescribe to enable Dietitian Board monitoring and ensure public safety.
28. The Dietitians Board annual practising certificate fee includes the costs for providing an endorsement on Dietitian Prescribers’ annual practising certificate. In July 2014, the Dietitians Board reported 406 dietitians who were recognised by the Dietitians Board as qualified to prescribe. 
29. The Dietitians Board indicated that there are a further 169 dietitians, who may choose to become prescribers. Those of this group who wish to train will be required to pay the Dietitians Board fee of $195 for the training administered by the School of Pharmacy at the University of Auckland. There will be no training fee necessary for future new graduates because, from 2013, all newly New Zealand trained dietitians are qualified to prescribe.
30. There may be ongoing costs for dietitians to ensure their continued professional development and competence. District Health Boards (DHBs), as employers of some Dietitian Prescribers, may meet costs for fulfilment of some of the training and ongoing competence requirements. Other employers, such as primary health organisations or medical practices employing dietitians, are also likely to meet the costs for practitioners, depending on employment arrangements.
Consultation
31. The Ministry of Health has discussed the content of this analysis with The Treasury, PHARMAC, and Medsafe. 
32. In 2012, there was a consultation by the Dietitians Board on the Proposal for Dietitians to prescribe selected oral prescription medicines as designated prescribers. The Dietitians Board also consulted on the proposed prescription medicines. Groups consulted included professional associations, a wide range of government agencies, responsible authorities and interest groups. 
33. The consultation sought input from other health professions including current prescribers, DHBs, the dental profession, medical stakeholder groups, the New Zealand Nurses Organisation, the pharmacy profession, responsible authorities, PHARMAC, consumer groups, and some academic and teaching institutions.
34. A total of 101 submissions were made in the 2012 consultation: 79 percent of the submissions were from individual dietitians. Most submissions from organisations were supportive of dietitians being able to prescribe the proposed three prescription medicines, providing Dietitian Prescribers were competent and safe. 
35. Most medical organisations and medical practitioners expressed support for dietitians with appropriate post-graduate training to work as prescribers, provided there was a collaborative approach with medical practitioners being fully informed as to what the dietitian has prescribed. The medical organisations and medical practitioners also noted the importance of good communication with the patient’s medical practitioner regarding the treatment provided. 
36. The New Zealand Medical Association submitted concerns about the professional accountability of Dietitian Prescribers and polypharmacy. Polypharmacy is when a patient is on multiple medications and may have inappropriate medicines added to an existing regime.
37. The Ministry believes that the New Zealand Medical Association concerns regarding polypharmacy will be addressed through the normal Dietitian Prescriber practice of communicating with the patient’s medical practitioner. Dietitians currently communicate to the general practitioner and, or the medical specialist about the assessment, nutrition intervention, education and follow-up plan for every patient. If, in the assessment, a dietitian has concerns regarding polypharmacy, these concerns would be discussed with the patient’s doctor. The doctor can also raise any concerns about polypharmacy with the dietitian. 
Conclusions and recommendations

38. This regulatory impact analysis provides information about the benefits and, where known, the costs associated with status quo and two other options.
39. The Ministry recommends that regulations be made under the Medicines Act to extend prescribing rights to suitably qualified dietitians. 
40. There will be minimal cost implications for this proposal. The main cost will be for the 169 dietitians who require training to become prescribers, should they choose to train, independently of their employers. The compliance costs for the regulation, such as annual practising certificates and ongoing competence requirements for Dietitian Prescribers are likely to be paid to the Dietitians Board by employers or by the practitioner if self-employed. These costs are not prohibitive.
41. There are already processes in place to monitor dietitian prescribing and these processes will continue.

Implementation 
42. The Dietitians Board will notify dietitians about the changes in prescribing rights should designated prescribing be agreed by Cabinet. 
43. Subject to Cabinet agreement to the making of regulations, the Dietitians Board will be informed that there is to be recognition, in regulations, for Dietitian Prescribers. The Dietitians Board will be responsible for keeping the Dietitian Prescriber list of medicines updated as it relates to the Gazetted Dietitian prescriber authorisation requirements. 
44. Under the Health Practitioners Competence Assurance Act, the Dietitians Board will be responsible to ensure that Dietitian Prescribers are safe. Each year, all dietitians are required to provide a declaration of ongoing competence before being issued with an annual practising certificate. As part of the accreditation of training and qualifications for Dietitian Prescribers, the Dietitians Board will ensure that continuing competence programmes give sufficient coverage to required aspects of the prescribing process.
45. PHARMAC has indicated that changes would be required to the Pharmaceutical Schedule to enable funding of scripts for the three prescription medicines written by Dietitian Prescribers. Patients in the public health system currently obtain the three prescription medicines from a medical practitioner, and the cost of the prescription is subsidised. 
46. Although the PHARMAC Board has agreed, in principle, to add Dietitian Prescribers to the Pharmaceutical Schedule rules, consultation is still required for this addition to occur. As part of the Pharmaceutical Schedule change process, PHARMAC will also undertake analysis to forecast the Combined Community Pharmaceutical Budget to assess the impact on subsidies for medicines dispensed by community pharmacies. 
47. New regulations will need to be drafted under the Medicines Act to allow dietitians to prescribe. The list of medicines dietitians will be allowed has been reviewed and approved by the Ministry and will be set by the Director-General of Health in the New Zealand Gazette.
Monitoring, evaluation and review

48. The Ministry of Health monitors the prescribing patterns of dietitians and reports these quarterly to the Dietitians Board. The three prescription medicines can be easily added into the quarterly reports for the Dietitians Board. No issues of concern have been identified in the reports to date for the non-prescription medicines that dietitians prescribe. 
49. The Dietitians Board will continue to review the monitoring reports to identify any potential risks in prescribing and take action as required to ensure the safe practice of dietitians. 
50. Actions can be undertaken by the Dietitians Board regarding matters of competence or fitness to practise. Actions can include undertaking a competence review, making an order placing conditions on practice such as requiring supervision, setting a competence programme, or if necessary, suspending the practitioner’s annual practising certificate. 
51. If there are complaints against the practitioner or matters of discipline raised with the Dietitians Board, these complaints must be followed up with the practitioner. Actions here could include consideration by a professional conduct committee or consideration by the Health Practitioner Disciplinary Tribunal.
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