


Purpose

1. This aide-mémoire responds to your request for information on the processes (both
regulatory and operational) associated with the granting of approvals for new community
pharmacies.

Background

2. Inall, Health NZ contracts with more than 1,000 community pharmacies throughout New
Zealand. Collectively, these community pharmacies are expected to issue approximately
99 million prescriptions this year (an increase of 6% over last year).

3. In addition, the number of people who have had a medicine dispensed at a community
pharmacy also continues to increase with more than four million New Zealanders picking
up prescriptions from pharmacies every year.

4. Dirivers of the increasing volumes include a growing and ageing population, Pharmac
funding new medicines and widening access to existing medicines, and dispensing rule
changes.

5. Despite the growing volumes in prescriptions, in recent years approximately 25
pharmacies have opened and approximately 30 pharmacies closed. The number of new
pharmacy applications has slowed slightly in recent years (in comparison, around 40
new pharmacies were approved in 2019).

6. The landscape of community pharmacy has started to shift in recent years with an
increasing number of ‘chain discounters’ (e.g. Chemist Warehouse, Woolworths and
Bargain Chemist). Around two-thirds of new pharmacy applications are now chain
discounters, with this proportion growing over time.

7. New pharmacies are often set up where it is commercially attractive rather than where a
known need exists. This creates a risk of oversupply of pharmacy services in some
areas, while failing to address service risks in other areas. Currently, there are limitations
in how much Health NZ can influence when and where new pharmacies are established.

Approvals to establish a pharmacy

8. In order to operate as a community pharmacy, the operator must first obtain a Licence to
Operate Pharmacy. Under the Medicines Act 1981, a Licence to Operate Pharmacy
authorises the establishment of a pharmacy at a specified site and to carry out pharmacy
practice at that site. Licences are issued by Medsafe (a business unit of the Ministry of
Health) as the Licensing Authority.

9. Under the Medicines Act 1981, the granting of a licence by Medsafe is subject to a
number of requirements including that:

a) the applicant is a fit and proper person to hold the licence applied for [s51(1)(b)];
b) the applicant is not subject to any disqualification [s51(1)(c)];

c) every person proposed to be a responsible person ... has a sufficient knowledge of
the obligations of a licensee and of the hazards associated with the medicines in
which it is proposed to deal [s51(1)(d)];
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d) the premises and equipment ... are suitable and adequate [s51(1)(e)];

e) adequate arrangements have been made or are to be made for the making,
maintaining, and safekeeping of adequate records... [s51(1)(f)].

10. No pharmacy may be open to the public unless it is licensed and under the immediate
supervision and control of a pharmacist.

Approvals to provide publicly funded pharmacy services

11. To provide publicly-funded pharmacy services, a pharmacy must apply to Health New
Zealand | Te Whatu Ora (Health NZ) for an Integrated Community Pharmacy Services
Agreement (ICPSA)'.

12. The ICPSA is the mechanism through which community pharmacies gain access to fees
and payments from Health NZ, while also setting service expectations for community
pharmacies.

13. There is nothing to prevent a pharmacy which has received a Licence to Operate from
Medsafe from operating without an ICPSA and providing pharmacy services privately.

Health NZ ICPSA approvals process

14. An operator seeking to open a new pharmacy, and who wants to have the ability to gain
access to fees, payments, and pharmaceutical subsidy from Health NZ, must apply to
the relevant Health NZ region to obtain an ICPSA.

Health NZ has sought to standardise the national approvals process

15. Prior to the establishment of Health NZ, there was discretion for District Health Boards in
how they managed the approvals process for new community pharmacy applications. As
part of our ongoing efforts to promote greater consistency across and within regions,
Health NZ has developed an interim policy relating to applications under the ICPSA, as
well as alignment of former district-level commissioning approaches within each region.

16. Guidance (attached as Appendix 1) was circulated to all districts for implementation in
March 2024. The guidance is intended to be used by Health NZ regions, alongside local
guidance where that already exists, and is largely focused on ensuring decision making
is aligned with the Pae Ora legislation.

17. As the current approach combines both the interim policy noted above and any pre-
existing regional approvals processes, some variation remains across Health NZ regions
in terms of how ICPSA applications are managed and assessed.

18. Health NZ has undertaken early scoping of what would be required to develop a
nationally consistent framework for considering ICPSA applications. The implementation
of the framework will require sector engagement and assurance that there is appropriate
adherence to procurement rules and legal obligations. The timeframes to complete this
work are yet to be confirmed.

" A copy of the most recent ICPSA can be found at https://www.tewhatuora.govt.nz/health-services-and-
programmes/community-pharmacy/community-pharmacy-agreement
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In Confidence

Differing approaches across regions are resulting in differing outcomes

19.

20.

21.
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Appendix 1: ICPSA provider application — interim policy
guidance

Attached as a separate document.

Aide-Mémoire: HNZ00092282 In Confidence 5

















