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B Introducing PHARMAC

PHARMAC, the Pharmaceutical Management Agency, is a Crown entity established pursuant to the New Zealand Public Health
and Disability Act 2000 (The Act). The primary objective of PHARMAC is to secure for eligible people in need of pharmaceuticals,
the best health outcomes that are reasonably achievable from pharmaceutical treatment and from within the amount of funding
provided.

The PHARMAC Board consists of up to five members appointed by the Minister of Health. All decisions relating to PHARMAC'’s
operation are made by or under the authority of the Board. In particular, Board members decide on the strategic direction of
PHARMAC and may decide which community pharmaceuticals should be subsidised and at what levels, and determine national
prices for some pharmaceuticals to be purchased by and used in DHB Hospitals, and whether or not special conditions are to be
applied to such purchases.

Members of the PHARMAC Board
Stuart McLauchlan Kura Denness David Kerr
Anne Kolbe Jens Mueller
Decisions taken by the PHARMAC Board members, or made under the authority of the Board, incorporate a balanced view of the
needs of prescribers and patients. The aim is to achieve long-term gains and efficient ways of making pharmaceuticals available to
the community and for DHB Hospitals to purchase them.
The following attend PHARMAC's Board meetings as observers
o Murray Georgel, CE MidCentral DHB
o Kate Russell, Chair Consumer Advisory Committee
o Carl Burgess, Chair Pharmacology and Therapeutics Advisory Committee (PTAC)
The functions of PHARMAC are to perform the following, within the amount of funding provided to it in the Pharmaceutical Budget
or to DHBs from their own budgets for the use of pharmaceuticals in their hospitals, as applicable, and in accordance with its annual
plan and any directions given by the Minister (Section 103 of the Crown Entities Act):
a) to maintain and manage a pharmaceutical schedule that applies consistently throughout New Zealand, including determining
eligibility and criteria for the provision of subsidies;
b) to manage incidental matters arising out of (a), including in exceptional circumstances providing for subsidies for the supply
of pharmaceuticals not on the pharmaceutical schedule;
c) to engage as it sees fit, but within its operational budget, in research to meet its objectives as set out in Section 47(a) of the
Act;
d) to promote the responsible use of pharmaceuticals;
€) to manage the purchasing of any or all pharmaceuticals, whether used either in a hospital or outside it, on behalf of DHBs;
f) any other functions given to PHARMAC by or under any enactment or authorised by the Minister.
The policies and criteria set out in the Pharmaceutical Schedule and PHARMAC’s Operating Policies and Procedures arise out of,
and are designed to help PHARMAC achieve and perform, PHARMAC's objective and functions under the Act.
However PHARMAC may, having regard to its public law obligations, depart from the strict application of those policies and criteria
in certain exceptional cases where it considers this necessary or appropriate in the proper exercise of its statutory discretion and
to give effect to its objective and functions, particularly with respect to:
o Determining eligibility and criteria for the provision of subsidies; and
o In exceptional circumstances providing for subsidies for the supply of pharmaceuticals not on the Pharmaceutical Schedule.

Decision Criteria
PHARMAC updates the Pharmaceutical Schedule at regular intervals to notify prescribers, pharmacists, hospital managers and
patients of changes to Community Pharmaceutical subsidies and the prices for Hospital Pharmaceuticals. In making decisions
about amendments to the Pharmaceutical Schedule, PHARMAC is guided by its Operating Policies and Procedures, as amended
or supplemented from time to time. PHARMAC takes into account the following criteria when making decisions about Community
Pharmaceuticals:
o the health needs of all eligible people within New Zealand (eligible defined by the Government’s then current rules of eligibil-
ity);
e the particular health needs of Maori and Pacific peoples;
o the availability and suitability of existing medicines, therapeutic medical devices and related products and related things;
e the clinical benefits and risks of pharmaceuticals;
o the cost-effectiveness of meeting health needs by funding pharmaceuticals rather than using other publicly funded health
and disability support services;
o the budgetary impact (in terms of the pharmaceutical budget and the Government's overall health budget) of any changes
to the Pharmaceutical Schedule;
o the direct cost to health service users;




o the Government's priorities for health funding, as set out in any objectives notified by the Crown to PHARMAC, or in
PHARMAC's Funding Agreement, or elsewhere; and
o such other criteria as PHARMAC thinks fit. PHARMAC will carry out appropriate consultation when it intends to take any
such “other criteria” into account.
The Operating Policies and Procedures, including any supplements, also describe the way in which PHARMAC determines the
level of subsidy or purchase price payable for each Community Pharmaceutical or Hospital Pharmaceutical, respectively.
The decision criteria for Hospital Pharmaceuticals are set out in the hospital supplement to the Operating Policies and Procedures
and in the introductory part of Section H of the Pharmaceutical Schedule.
Copies of PHARMAC's Operating Policies and Procedures and of any applicable supplements are available on the PHARMAC
website (www.pharmac.govt.nz), or on request.

PHARMAC and the Pharmaceutical Schedule:
PHARMAC manages the national Pharmaceutical Schedule, which lists:
e Pharmaceuticals available in the community and subsidised by the Government with funding from the Pharmaceutical Bud-
get; and
e some Pharmaceuticals purchased by DHBs for use in their hospitals, and includes those Hospital Pharmaceuticals for which
national prices have been negotiated by PHARMAC.
In the community approximately 1848 Pharmaceuticals are subsidised by the Government. Most are available to all eligible people
within New Zealand on prescription by a medical doctor. Some are listed with guidelines or conditions such as ‘only if prescribed
for a dialysis patient’ or ‘Special Authority - Retail Pharmacy’, to ensure that Pharmaceuticals are used by those people who are
most likely to benefit from them. Pharmaceuticals provided to patients for use while in DHB hospitals are not covered by Sections
Ato G of the Pharmaceutical Schedule.
Section H of the Pharmaceutical Schedule is not a comprehensive list of Pharmaceuticals that are used within the DHB Hospitals.
Section H of the Pharmaceutical Schedule includes Pharmaceuticals that can be purchased at a national price by DHBs for use in
their hospitals. These are referred to as National Contract Pharmaceuticals.
A list of Discretionary Community Supply Pharmaceuticals, in Section H of the Pharmaceutical Schedule, identifies those products
that currently are not subsidised from the Pharmaceutical Budget as Community Pharmaceuticals in Sections A to G of the Phar-
maceutical Schedule but which DHBs can at their discretion fund for use in the community from their own budgets without specific
Hospital Exceptional Circumstances approval.




PHARMAC’s clinical advisors

Pharmacology and Therapeutics Advisory Committee (PTAC)

PHARMAC works closely with the Pharmacology and Therapeutics Advisory Committee (PTAC), an expert medical committee
which provides independent advice to PHARMAC on health needs and the clinical benefits of particular pharmaceuticals for use in
the community and/or in DHB Hospitals.

The committee members are all senior, practising clinicians. The chair of PTAC sits with the PHARMAC Board in an advisory
capacity.

PTAC helps decide which community pharmaceuticals are to be subsidised from public monies by making recommendations to
PHARMAC. Part of the role of PTAC is to review whether Community Pharmaceuticals already listed on the Schedule should
continue to receive Government funds. The resources freed up can be used to subsidise other community pharmaceuticals with a
greater therapeutic worth.

PHARMAC may obtain clinical advice from PTAC in relation to national purchasing strategies for Hospital Pharmaceuticals. There
may be additional specialist hospital representatives on PTAC subcommittees, or additional PTAC subcommittees, where PHARMAC
considers this necessary.

PTAC members are:

Carl Burgess MBChB, MD, MRCP (UK), FRACP, FRCP, physician/clinical pharmacologist, Chair

Howard Wilson BSc, PhD, MB, BS, Dip Obst, FRNZCGP, FRAGCP Deputy Chair

Chris Cameron MBChB, FRACP, MClin Pharm

Melissa Copland ~ PhD, BPharm(Hons), RegPharmNZ, FNZCP

Stuart Dalziel MBChB, PhD, FRACP

lan Hosford MBChB, FRANZCP, psychiatrist

Sisira Jayathissa ~ MMedSc (Clin Epi), MMBS, MD, MRCP (UK), FRCP (Edin), FRACP, FAFPHM, Dip Clin Epi,
Dip OHP, Dip HSM, MBS

George Laking PhD, MD, FRACP

Dee Mangin MBChB, DPH, RNZCGP

Graham Mills MBChB, MTropHIth, MD, FRACP, infectious disease specialist and general physician

Mark Weatherall BA, MBChB, MApplStats, FRACP

Contact PTAC C/-Advisory Committee Manager , Pharmaceutical Management Agency, PO Box 10 254, WELLINGTON, Email:
PTAC @pharmac.govt.nz

PHARMAC’s consumer advisors

Consumer Advisory Committee (CAC)

The Consumer Advisory Committee is an advisory committee to the PHARMAC Board. It provides written reports to the Board,
and its Chair attends Board meetings as an observer to report on the activities and findings of the Committee, and to comment on
consumer issues. While accountable to the Board, the Committee’s general working relationship is with the staff of PHARMAC.
The Committee is made up of people from a range of backgrounds and interests including the health of Maori people, Pacific
peoples, older people, women and mental health.

For current membership of the Consumer Advisory Committee, visit our website. The Consumer Advisory Committee can be
contacted by email: CAC@pharmac.govt.nz, or you can write to the Consumer Advisory Committee at PHARMAC’s postal address.




The PHARMAC Team

The PHARMAC team has a wide range of expertise in health, medicine, economics, commerce, critical analysis, and policy devel-
opment and implementation.
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Creative Director
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Web Developer
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Programme Manager

Donna Jennings
Marcus Kim
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Geoff Lawn
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Rachel Mackay

Trish Mahoney
Scott Metcalfe

Peter Moodie
Christina Newman

Deborah Nisbet
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Tender Analyst

Accounts Payable Co-ordinator
Applications Developer / Team
Leader IT
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Medicine / Public Health
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Medical Director
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Executive & Board Secretary
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Analyst
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] Purpose of the Pharmaceutical Schedule

The purpose of the Schedule is to list:
o the Community Pharmaceuticals that are subsidised by the Government and to show the amount of the subsidy paid to
contractors, as well as the manufacturer’s price (if it differs from the Subsidy) and any access conditions that may apply; and
e some Hospital Pharmaceuticals that are purchased and used by DHB Hospitals, including those for which national prices
have been negotiated by PHARMAC.
The purpose of the Schedule is not to show the final cost to Government of subsidising each Community Pharmaceutical or to
DHBs in purchasing each Hospital Pharmaceutical since that will depend on any rebate and other arrangements PHARMAC has
with the supplier and, for some Hospital Pharmaceuticals, on any logistics arrangements put in place by individual DHB Hospitals.

Finding Information in the Pharmaceutical Schedule

Community Pharmaceuticals
For Community Pharmaceuticals, the Schedule is organised in a way to help the reader find Community Pharmaceuticals, which
may be used to treat similar conditions. To do this, Community Pharmaceuticals are first classified anatomically, originally based
on the Anatomical Therapeutic Chemical (ATC) system, and then further classified under section headings structured for the New
Zealand medical system.

o Section A lists the General Rules in relation to Community Pharmaceuticals and related products.

o Section B lists Community Pharmaceuticals and related products by anatomical classification, which are further divided into

one or more therapeutic headings. Community Pharmaceuticals used to treat similar conditions are grouped together.
o Section C lists the rules in relation to Extemporaneously Compounded Products (ECPs) and Community Pharmaceuticals
that will be subsidised when extemporaneously compounded.

e Section D lists the rules in relation to Special Foods and the Special Foods that are subsidised.

o Section E Part | lists the Community Pharmaceuticals that are subsidised on a Practitioner’s Supply Order (PSO).

o Section E Part Il lists rural areas for the purpose of PSOs.

o Section F lists the Community Pharmaceuticals dispensing period exemptions.

o Section G lists the Community Pharmaceuticals eligible for reimbursement of safety cap and related rules.
The listings are displayed alphabetically (where practical) within each level of the classification system. Each anatomical section
contains a series of therapeutic headings, some of which may contain a further classification level. Where a Community Pharma-
ceutical is used in more than one therapeutic area, they may be cross-referenced.
The therapeutic headings in the Pharmaceutical Schedule do not necessarily correspond to the therapeutic groups and therapeutic
subgroups, which PHARMAC establishes for the separate purpose of determining the level of subsidy to be paid for each Community
Pharmaceutical.
The index located at the back of the book in which Sections A-G of the Pharmaceutical Schedule are published can be used to find
page numbers for generic chemical entities, or product brand names.

Hospital Pharmaceuticals
Section H lists Pharmaceuticals that DHBs fund from their own budgets. The Hospital Pharmaceuticals are grouped into the
following Parts in Section H:

e Part | lists the rules in relation to Hospital Pharmaceuticals.

e Part Il lists Hospital Pharmaceuticals for which national contracts exist (National Contract Pharmaceuticals). These are
listed alphabetically by generic chemical entity name and line item, the relevant Price negotiated by PHARMAC and, if
applicable, an indication of whether it has Hospital Supply Status (HSS) and any associated Discretionary Variance (DV)
Pharmaceuticals and DV Limit.

o Part lll lists Discretionary Community Supply Pharmaceuticals, which are not Community Pharmaceuticals, but which a DHB
Hospital can, in its discretion, fund for use in the community from its own budget.

The index located at the back of the Section H supplement can be used to find page numbers for generic chemical entities, or
product brand names, for Hospital Pharmaceuticals.




Explaining drug entries
The Pharmaceutical Schedule lists pharmaceuticals subsidised by the Government, the amount of that subsidy paid to contractors,
the supplier’s price and the access conditions that may apply.

Example

Three months supply
may be dispensed at
one time if endorsed
“certified exemption”

by the prescriber.

Practitioner’s Supply
Order

Safety cap reimbursed

Conditions of and
restrictions on
prescribing (including
Special Authority
where it applies)

Three months or six
months, as applicable,
dispensed all-at-once

ANATOMICAL HEADING I

Subsidy
(Manufacturer's Price)
Per

Fully Brand or
Subsidised Generic
v Manufacturer

Brand A>
v/Brand B
v/Brand C

250 mKOP\<#/Brand D

THERAPEUTIC HEADING
CHEMICAL
|(&)Presentation, form and strength .............c..... 10.00

100
50

a) Prescriptions must be written by a
paediatrician or paediatric
cardiologist; or

b) on the recommnedation of a

paediatrician or a paediatric

cardiologist

CHEMICAL

I(®) Presentation, form and strength .................... 26,53
(527D Brand E

AThree months supply may be dispensed at one time
if endorsed “certified exemption” by the presriber.

Sole Supply
v/Fully Subsidised

Brand or
manufacturer'’sname

Sole subsidised
supply product

Fully subsidised
product

Original Pack -
Subsidy is rounded up
to a multiple of whole
packs

Quantity the Subsidy
applies to

Subsidy paid on a
product before
mark-ups and GST

Manufacturer’s Price if
different from Subsidy




Glossary

Units of Measure
Oram ....oocciniinnininiinininiiniiese. g microgram
KIIOGram ...........oovvvveveeeeermmmnnsns kg miligram ..
international unit.............cccecveverennnen. iu millilitre

Abbreviations

AMPOUIE ..o Amp  Granules..
Capsule ... ..Cap Infusion....
Cream...c..ceeieeeieeie i Crm  Injection...
DeVICE......ooveceieeeer e Dev Linctus
Dispersible... .

Effervescent. .........ocvvveveirncrncrns Long Acting
EMUISION....ccooeiieeicceene Qintment
Enteric Coated

Gelatinous ......ccveeveeerrererenrererenenes Solution....

BSO  Bulk Supply Order.

CBS Cost Brand Source. There is no set manufacturer's price, and the Government subsidises the product at the price it is
obtained by the pharmacy.

CE Compounded Extemporaneously.

CPD Cost Per Dose. The Funder (as defined in Part | of the General Rules) cost of a standard dose, without mark-ups or fees
and excluding GST.

ECP Extemporaneously Compounded Preparation.

HSS Hospital Supply Status, the status of being the brand of the relevant Hospital Pharmaceutical listed in Section H Part Il
as HSS, that DHBs are obliged to purchase subject to any DV Limit for that Hospital Pharmaceutical for the period of
hospital supply, as awarded under an agreement between PHARMAC and the relevant pharmaceutical supplier.

OoP Original Pack — subsidy is rounded up to a multiple at whole packs.
PSO  Practitioner's Supply Order.
Sole Subsidised

Supplier Only brand of this medicine subsidised.
XPharm Pharmacies cannot claim subsidy because PHARMAC has made alternative distribution arrangements.

A Three months supply may be dispensed at one time if the exempted medicine is endorsed ‘certified exemption’ by the
practitioner.
* Three months dispensed all-at-once or, in the case of oral contraceptives, six months dispensed all-at-once, unless

"

medicine is endorsed “close control
i Safety cap required and subsidised for oral liquid formulations, including extemporaneously compounded preparations.
4 Fully subsidised brand of a given medicine. Brands without the tick are not fully subsidised and may cost the patient a
manufacturer’s surcharge.
$29 This medicine is an unapproved medication supplied under Section 29 of the Medicines Act 1981. Practitioners
prescribing this medication should:
a) be aware of and comply with their obligations under Section 29 of the Medicines Act 1981 and otherwise under
that Act and the Medicines Regulations 1984;
b) be aware of and comply with their obligations under the Health and disability Commissioner's Code of Consumer
Rights, including the requirement to obtain informed consent from the patient (PHARMAC recommends that
Practitioners obtain written consent); and
c) exercise their own skill, judgement, expertise and discretions, and make their own prescribing decisions with
respect to the use of an unapproved Pharmaceutical or a Pharmaceutical for an indication for which it is not
approved.
Note: Where medicines supplied under Section 29 that are used for emergency situations, patient details required under
Section 29 of the Medicines Act may be retrospectively provided to the supplier.

or “cc” and the endorsement is initialled by the prescriber.




Definitions
Abbrev. | Pharmacy Services Agreement All other Pharmacy Agreements
[HP3] Subsidised when dispensed from pharmacies that | Available from selected pharmacies that have an ex-
have a Special Foods Service appended to their Phar- | clusive contract to dispense Special Foods.
macy Services Agreement by their DHB.

[HP4] Subsidised when dispensed from pharmacies that | Avaliable from selected pharmacies that have an ex-
have the Monitored Therapy Variation (for Clozapine | clusive contract to dispense ‘Hospital Pharmacy’ [HP4]
Services) pharmaceuticals.
Patient costs

Community Pharmaceuitical costs met by the Government

Most of the cost of a subsidised prescription Community Pharmaceutical is met by the Government through the Pharmaceutical
Budget. The Government pays a subsidy for the Community Pharmaceutical to Contractors, and a fee covering distribution and
pharmacy dispensing services. The subsidy paid to Contractors does not necessarily represent the final cost to Government of sub-
sidising a particular Community Pharmaceutical. The final cost will depend on the nature of PHARMAC's contractual arrangements
with the supplier. Fully subsidised medicines are identified with a ¢ in the product’s Schedule listing.

SALBUTAMOL
Aerosol inhaler 100 pg per doSe........c..cererereerreeeneeeenens 3.80  Fully subsidised brand
(6.00) Higher priced brand

Pharmaceutical Co-Payments
Some Community Pharmaceutical costs are met by the patient. Generally a patient pays a prescription charge. In addition a patient
will sometimes pay a manufacturer's surcharge, after hours service fee and any special packaging fee.
PRESCRIPTION CHARGE
From 1 September 2008, everyone who is eligible for publicly funded health and disability services should in most circumstances
pay only $3 for subsidised medicines.
All prescriptions from a public hospital, a midwife and a Family Planning Clinic are covered for $3 co-payments.
Prescriptions from the following providers are approved for $3 co-payments on subsidised medicines if they meet the specified
criteria:
o After Hours Accident and Medical Services with a DHB or a PHO contract.
o Youth Health Clinics with a DHB or a PHO contract.
o Dentists who write a prescription that relates to a service being provided under a DHB contract.
o Private specialists (for example, opthalmologists and orthopaedics) who write a prescription for a patient receiving a publicly
funded service contracted by the DHB.
o General practitioners who write a prescription during normal business hours to a person who is not enrolled in the general
practice provided the person is eligible for publicly funded health and disability services and the general practice is part of a
PHO.
@ Hospices that have a contract with a DHB.
Patients can check whether they are eligible for publicly funded health and disability services by referring to the Eligibility Direction
on the Ministry of Health’s website.
To check if a medicine is fully subsidised, refer to the Pharmaceutical Schedule on PHARMAC’s website or ask your pharmacist or
general practitioner.
DHBs have a list of eligible providers in their respective regions. Any provider/prescriber not specifically listed by a DHB as an
approved provider/prescriber should be regarded as not approved.
NOTE: Information sourced from Ministry of Health Website, for more information please visit www.moh.govt.nz
MANUFACTURER'S SURCHARGE
Not all Community Pharmaceuticals are fully subsidised. Although PHARMAC endeavours to fully subsidise at least one Community
Pharmaceutical in each therapeutic group, and has contracts with some suppliers to maintain the price of a particular product,
manufacturers are able to set their own price to pharmacies. When these prices exceed the subsidy, the pharmacist may recoup
the difference from the patient.
To estimate the amount a patient will pay on top of the prescription charge, take the difference between the manufacturer's price
and the subsidy, and multiply this by 1.86. The 1.86 factor represents the pharmacy mark-up on the surcharge plus other costs
such as GST. Pharmacies charge different mark-ups so this may vary.

Manufacturer's surchage to patient = (price — subsidy) x 1.86

For example, a Community Pharmaceutical with a supplier (ex-manufacturer) cost of $11.00 per pack with a $10.00 subsidy will
cost the patient a surchage of $1.86 on top of the prescription charge. The most a patient should pay is therefore $16.86 - being

9




$15.00 maximum prescription charge, plus $1.86.

Hospital Pharmaceutical and Pharmaceutical Cancer Treatment Costs

The cost of purchasing Hospital Pharmaceuticals (for use in DHB hospitals and/or in association with Outpatient services provided in
DHB hospitals) is met by the relevant DHB hospital Funder from its own budget. Pharmaceutical Cancer Treatments (for use in DHB
hospitals and/or in association with Outpatient services provided in DHB hospitals) are funded through the Combined Pharmaceuti-
cal Budget. As required by section 23(7) of the Act, in performing any of their functions in relation to the supply of Pharmaceuticals
including Pharmaceutical Cancer Treatments, DHBs must not act inconsistently with the Pharmaceutical Schedule.

PHARMAC web site

PHARMAC has set up an interactive Schedule on the Internet.

Other information about PHARMAC is also available on our website. This includes copies of the Annual Review, Annual Report and
Annual Plan, as well as information such as the Pharmaceutical Schedule, Pharmaceutical Schedule Updates, National Hospital
Pharmaceutical Strategy, other publications and recent press releases.

Special Authority Applications
Special Authority is an application process in which a prescriber requests government subsidy on a Community Pharmaceutical for
a particular person. Applications must be submitted to the Ministry of Health by the prescriber for the request to be processed.

Subsidy

Once approved, the presciber will be provided a Special Authority number which must appear on the prescription. Specialists who
make an application must communicate the valid authority number to the prescriber who will be writing the prescriptions.

The authority number can provide access to subsidy, increased subsidy, or waive certain restrictions otherwise present on the
Community Pharmaceutical.

Some approvals are dependent on the availability of funding from the Pharmaceutical Budget.

Criteria

The criteria for approval of Special Authority applications are included below each Community Pharmaceutical listing, and on the
application forms available on PHARMAC's website.

For some Special Authority Community Pharmaceuticals, not all indications that have been approved by Medsafe are subsidised.
Criteria for each Special Authority Community Pharmaceutical are updated regularly, based on the decision criteria of PHARMAC.
The appropriateness of the listing of a Community Pharmaceutical in the Special Authority category will also be regularly reviewed.
Applications for inclusion of further Community Pharmaceuticals in the Special Authority category will generally be made by a
pharmaceutical supplier.

Special Authority Applications
Application forms can be found at www.pharmac.govt.nz. Requests for fax copies should be made to PHARMAC, phone 04 460
4990. Applications are processed by the Ministry of Health, and should be sent to:
Ministry of Health Sector Services, Fax: (06) 349 1983 or free fax 0800 100 131
Private Bag 3015, WANGANUI 4540
For enquiries, phone the Ministry of Health Sector Services Call Centre, free phone 0800 243 666
Note: The Ministry of Health can only provide information on Special Authority applications to prescribers and pharmacists.

Each application must:
e Include the patients name, date of birth and NHI number (codes for AIDS patients’ applications)
o Include the practitioner’'s name, address and Medical Council registration number
o Clearly indicate that the relevant criteria, have been met.
o Be signed by the practitioner.
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Exceptional Circumstances policies
The purpose of the Exceptional Circumstances policies are to provide:

o funding from within the Pharmaceutical Budget for medication, to be used in the community, in circumstances where the
provision of a funded community medication is appropriate, but funding from the Pharmaceutical Budget is not able to be
provided through the Pharmaceutical Schedule (“Community Exceptional Circumstances”); or

e an assessment process for the DHB Hospitals to determine whether they can fund medication, to be used in the commu-
nity, in circumstances where the medication is neither a Community Pharmaceutical nor a Discretionary Community Supply
Pharmaceutical and where the patient does not meet the criteria for Community Exceptional Circumstances (“Hospital Ex-
ceptional Circumstances”); or

o funding from the Pharmaceutical Budget for pharmaceuticals for the treatment of cancer in their DHB Hospital, or in associa-
tion with Outpatient services provided in their DHB hospital, in circumstances where the pharmaceutical is not identified as a
Pharmaceutical Cancer Treatment (“Cancer Exceptional Circumstances”) in Sections A-H of the Pharmaceutical Schedule.

Upon receipt of an application for approval for Community Exceptional Circumstances or Hospital Exceptional Circumstances, the
Exceptional Circumstances Panel first decides whether an application will be assessed initially under the Community Exceptional
Circumstances criteria or the Hospital Exceptional Circumstances criteria. Cancer Exceptional Circumstances is a separate pro-
cess.

Hospital Exceptional Circumstances

If the application is first assessed but not approved under the Community Exceptional Circumstances criteria, the Exceptional
Circumstances Panel may recommend the funding of the pharmaceutical for use in the community by a specific patient from a DHB
Hospital’s own budget under Hospital Exceptional Circumstances.

If the application is first assessed under the Hospital Exceptional Circumstances criteria, the Exceptional Circumstances Panel
may:

a) recommend against the funding of the pharmaceutical for use in the community by a specific patient from a DHB Hospital’'s
own budget, in which case a DHB Hospital must not fund the pharmaceutical from its own budget;

b) recommend the funding of the pharmaceutical for use in the community by a specific patient from a DHB Hospital's own
budget under Hospital Exceptional Circumstances, in which case a DHB Hospital may, but is not obliged to, fund the phar-
maceutical from its own budget;

c) defer its decision until further assessment under the Community Exceptional Circumstances criteria can undertaken; or

d) recommend interim funding of the pharmaceutical for use in the community by a specific patient from a DHB Hospital’s own
budget under Hospital Exceptional Circumstances until further assessment under the Community Exceptional Circumstances
criteria can be undertaken.

Permission to fund a pharmaceutical for use in the community by a specific patient from a DHB Hospital's own budget under Hospital
Exceptional Circumstances will only be granted by PHARMAC where it has been demonstrated that such funding is cost-effective
for the relevant DHB in the region in which the patient resides.

If the patient being treated with a pharmaceutical under Hospital Exceptional Circumstances usually resides in a district other than
that within the jurisdiction of the DHB initiating the treatment, then the DHB initiating the treatment must either agree to fund any
on-going treatment required once the patient has returned to his/her usual DHB, or obtain written consent from the DHB or DHBs
in which the patient will reside following the commencement of treatment.

Applications for Hospital Exceptional Circumstances should be made on the standard application form available from the PHARMAC
website www.pharmac.govt.nz or the address below:

The Coordinator, Hospital Exceptional Circumstances Panel Phone: (04) 916 7521
PHARMAC, PO Box 10 254 or fax (09) 523 6870
Wellington Email: ecpanel@pharmac.govt.nz
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] Cancer Exceptional Circumstances

Permission to fund a pharmaceutical for the treatment of cancer under Cancer Exceptional Circumstances will only be granted by
PHARMAC where it has been demonstated that the proposed use meets the criteria.

Community Exceptional Circumstances
In order to qualify for Community Exceptional Circumstances approval one of the following criteria must be met:

a) the condition must be rare; or

b) the reaction to alternative funded treatment must be unusual; or

¢) an unusual combination of circumstances applies.
Rare and unusual are considered to be in the order of less than 10 people nationally.
Where one of the above Community Exceptional Circumstances entry criteria is met, the application may then be further examined
under supplementary criteria, assessing suitability of the pharmaceutical, clinical benefit, the cost effectiveness of the treatment,
and the patient’s ability to pay for the treatment. Where these documented criteria are met, a subsidy sufficient to fully fund the
pharmaceutical will be made available to the specific patient on whose behalf the application was made.
Community Exceptional Circumstances funding is only available where the criteria are met and is not available for financial reasons
alone.

Applications for Community Exceptional Circumstances, Hospital Exceptional Circumstances and Cancer Exceptional Circum-
stances should be made on the standard application form available from the PHARMAC website www.pharmac.govt.nz or the

address below:
The Coordinator, Community Exceptional Circumstances Panel  Phone (04) 916 7553

PO Box 10 254 or fax (09) 523 6870
Wellington Email: ecpanel@pharmac.govt.nz
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SECTION A: GENERAL RULES .

INTRODUCTION

Section A contains the restrictions and other general rules that apply to Subsidies on Community Pharmaceuticals. The amounts
payable by the Funder to Contractors are currently determined by:
o the quantities, forms, and strengths, of subsidised Community Pharmaceuticals dispensed under valid prescription by each
Contractor;
o the amount of the Subsidy on the Manufacturer's Price payable for each unit of the Community Pharmaceuticals dispensed
by each Contractor and;
e the contractual arrangements between the Contractor and the Funder for the payment of the Contractor’s dispensing ser-
vices.
The Pharmaceutical Schedule shows the level of subsidy payable in respect of each Community Pharmaceutical so that the amount
payable by the Government to Contractors, for each Community Pharmaceutical, can be calculated. The Pharmaceutical Schedule
also shows the standard price (exclusive of GST) at which a Community Pharmaceutical is supplied ex-manufacturer to wholesalers
if it differs from the subsidy. The manufacturer's surcharge to patients can be estimated using the subsidy and the standard
manufacturer’s price as set out in this Schedule.
The cost to Government of subsidising each Community Pharmaceutical and the manufacturer’s prices may vary, in that suppliers
may provide rebates to other stakeholders in the primary health care sector, including dispensers, wholesalers, and the Government.
Rebates are not specified in the Pharmaceutical Schedule.
This Schedule is dated 1 December 2011 and is to be referred to as the Pharmaceutical Schedule Volume 18 Number 3, 2011.
Distribution will be from 20 December 2011. This Schedule comes into force on 1 December 2011.

PART |
INTERPRETATIONS AND DEFINITIONS

1.1 In this Schedule, unless the context otherwise requires:

“90 Day Lot” means the quantity of a Community Pharmaceutical required for the number of days’ treatment covered by the
Prescription, being up to 90 consecutive days’ treatment;
“180 Day Lot” means the quantity of a Community Pharmaceutical required for the number of days’ treatment covered by
the Prescription, being up to 180 consecutive days’ treatment;
“Access Exemption Criteria” means the criteria under which patients may receive greater than one Month’s supply of
a Community Pharmaceutical covered by Section F Part Il (b) subsidised in one Lot. The specifics of these criteria are
conveyed in the Ministry of Health guidelines, which are issued from time to time. The criteria the patient must meet are that
they:

a) have limited physical mobility;

b) live and work more than 30 minutes from the nearest pharmacy by their normal form of transport;

c) are relocating to another area;

d) are travelling extensively and will be out of town when the repeat prescriptions are due.
“Act” means the New Zealand Public Health and Disability Act 2000.
“Advisory Committee” means the Pharmaceutical Services Advisory Committee convened by the Ministry of Health under
the terms of the Advice Notice issued to Contractors pursuant to Section 88 of the Act.
“Alternate Subsidy” means a higher level of subsidy that the Government will pay contractors for a particular community
Pharmaceutical dispensed to a person who has either been granted a Special Authority for that pharmaceutical, or where
the prescription is endorsed in accordance with the requirements of this Pharmaceutical Schedule.
“Annotation” means written annotation of a prescription by a dispensing pharmacist in the pharmacist's own handwriting
following confirmation from the Prescriber if required, and “Annotated” has a corresponding meaning. The Annotation must
include the details specified in the Schedule, including the date the prescriber was contacted (if applicable) and be initialled
by the dispensing pharmacist.
“Assessed Pharmaceuticals” means the list of Pharmaceuticals set out in Section H Part IIl of the Schedule, that have
been or are being assessed by PHARMAC.
“Authority to Substitute” means an authority for the dispensing pharmacist to change a prescribed medicine in accordance
with regulation 42(4) of the Medicines Regulations 1984. An authority to substitute letter, which may be used by Practitioners,
is available on the final page of the Schedule.
“Bulk Supply Order” means a written order, on a form supplied by the Ministry of Health, or approved by the Ministry of
Health, made by the licensee or manager of an institution certified to provide hospital care under the Health and Disability
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. SECTION A: GENERAL RULES

Services (Safety) Act 2001 for the supply of such Community Pharmaceuticals as are expected to be required for the
treatment of persons who are under the medical or dental supervision of such a Private Hospital or institution.

“Cancer Exceptional Circumstances” means the policies and criteria administered by PHARMAC relating to the ability to
fund, pharmaceuticals for the treatment of cancer that are not identified as Pharmaceutical Cancer Treatments in Sections
A-H of the Pharmaceutical Schedule.

“Class B Controlled Drug” means a Class B controlled drug within the meaning of the Misuse of Drugs Act 1975.

“Close Control” means dispensing:

e in quantities less than one 90 Day Lot (or for oral contraceptives, less than one 180 Day Lot) for a Community
Pharmaceutical referred to in Section F Part I, or

e in quantities less than a Monthly Lot for any other Community Pharmaceutical, where any of A), or B) or C)
apply.

o This Close Control rule defines patient groups or medicines which are eligible for more frequent dispensing
periods and the conditions that must be met to enable any claim for payment for additional dispensing to be
made.

A) Frequency of dispensing for persons in residential care
Pharmaceuticals can be dispensed in quantities of not less than 28 days to:
e any person whose placement in a Residential Disability Care institution is funded by the Ministry of
Health or a DHB; or
e a person assessed as requiring long term residential care services and residing in an age related
residential care facility;
on the request of the person, their agent or caregiver or community residential service provider, provided the
following conditions are met:
i) the quantity or period of supply to be dispensed at any one time is not less than 28 days’ supply (except
under conditions outlined in B.i below); and
ii) the prescribing Practitioner or dispensing pharmacist has
1) included the name of the patient’s residential placement or facility on the prescription; and
2) included the patient’s NHI number on the prescription; and
3) specified the maximum quantity or period of supply to be dispensed at any one time.
Any person meeting the criteria above who is being initiated onto a new medicine or having their dose changed
is able to have their medicine dispensed in accordance with B.i below.
B) Flexible periods of supply for trial periods or safety
The Schedule specifies for community patients a default length of dispensing (monthly/three monthly) for each
pharmaceutical. Prescribers can request, and pharmacists may dispense, a higher frequency of dispensing in
the following circumstances:
If the prescribing Practitioner has met the prescribing conditions set out in B.iii below, and the pharmaceutical
or patient fits within the provisions of B.i and B.ii below, a pharmacist may dispense more frequently than the
Schedule default period of supply.
i) Trial Periods
The Community Pharmaceutical has been prescribed for a patient who requires close monitoring due
to recent initiation onto, or dose change for, the Community Pharmaceutical (applicable to the patient’s
first changed Prescription only); or
ii) Safety
1) the Community Pharmaceutical is any of the following:
a) a tri-cyclic antidepressant; or
b) an antipsychotic; or
c) a benzodiazepine; or
d) a Class B Controlled Drug; or
2) The Community Pharmaceutical has been prescribed for a patient who:
a) is not a resident in a Penal Institution, or one of the residential placements or facilities
referenced in clause A above; and
b) in the opinion of the prescribing Practitioner, is intellectually impaired or frail, infirm or
unable to manage their medicine without additional support.
For B.i and B.ii all of the following conditions must be met:
iii) The prescribing Practitioner has:
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SECTION A: GENERAL RULES .

1) endorsed each Community Pharmaceutical on the Prescription clearly with the words “Close
Control” or “CC”; and
2) initialled the endorsement in their own handwriting; and
3) specified the maximum quantity or period of supply to be dispensed at any one time.
4) For trial periods each Community Pharmaceutical on the Prescription must be endorsed with
either “Close Control Trial” or “CCT” and the period of supply included e.g. CC Trial 1 week.
C) Pharmaceutical Supply Management
More frequent dispensing may be required from time to time to manage stock supply issues or emergency
situations.
Pharmacists may dispense more frequently than the Schedule would otherwise allow when all of the following
conditions are met:
i) PHARMAC has approved and notified pharmacists to annotate prescriptions for a specified Community
Pharmaceutical(s) “Close Control” without prescriber endorsement for a specified time; and
ii) the dispensing pharmacist has:
1) clearly annotated each of the approved Community Pharmaceuticals that appear on the pre-
scription with the words “Close Control” or “CC”; and
2) initialled the annotation in their own handwriting; and
3) has complied with maximum quantity or period of supply to be dispensed at any one time, as
specified by PHARMAC at the time of notification.
If a dispensing frequency is expressly stated in the Medicines Act, Medicines Regulations or Pharmacy Ser-
vices Agreement a pharmacy can dispense at that specified dispensing frequency. However, no claim shall
be made to any DHB for subsidised payment for dispensing fees in any case where dispensing occurs more
frequently than authorised by the provisions of the Schedule.
“Community Exceptional Circumstances” means the policies and criteria administered by the Exceptional Circumstances
Panel relating to funding from the Community Exceptional Circumstances budget for medication, to be used in the community,
in circumstances where the provision of a funded community medication is appropriate, but funding from the Pharmaceutical
Budget is not able to be provided through the Pharmaceutical Schedule.
“Community Pharmaceutical” means a Pharmaceutical listed in Sections A to G of the Pharmaceutical Schedule that is
subsidised by the Funder from the Pharmaceutical Budget for use in the community.
“Contractor” means a person who is entitled to receive a payment from the Crown or a DHB under a notice issued by
the Crown or a DHB under Section 88 of the Act or under a contract with the Ministry of Health or a DHB for the supply of
Community Pharmaceuticals.
“Controlled Drug” means a controlled drug within the meaning of the Misuse of Drugs Act 1975 (other than a controlled
drug specified in Part VI of the Third Schedule to that Act).
“Cost, Brand, Source of Supply” means that the Community Pharmaceutical is eligible for Subsidy on the basis of the
Contractor’s annotated purchase price, brand, and source of supply.
“Dentist” means a person registered with the Dental Council, and who holds a current annual practising certificate, under
the HPCA Act 2003.
“Diabetes Nurse Prescriber” means a registered nurse practising in diabetes health who has authority to prescribe spec-
ified diabetes medicines in accordance with regulations made under the Medicines Act 1981, and who is practicing in an
approved DHB demonstration site.
“Dietitian” means a person registered as a dietitian with the Dietitians Board, and who holds a current annual practicing
certificate under the HPCA Act 2003.
“DHB” means an organisation established as a District Health Board by or under Section 19 of the Act.
“DHB Hospital” means a DHB, including its hospital or associated provider unit that the DHB purchases Hospital Pharma-
ceuticals for.
“Discretionary Community Supply Pharmaceutical” means the list of Pharmaceuticals set out in Section H Part IV of the
Schedule, which may be funded by a DHB Hospital from its own budget for use in the community.
“Doctor” means a medical Practitioner registered with the Medical Council of New Zealand and, who holds a current annual
practising certificate under the HPCA Act 2003.
“DV Limit” means, for a particular Hospital Pharmaceutical with HSS, the National DV Limit or the Individual DV Limit.
“DV Pharmaceutical” means a discretionary variance Pharmaceutical, that does not have HSS and which:
a) is either listed in Section H Part Il of the Schedule as being a DV Pharmaceutical in association with the
relevant Hospital Pharmaceutical with HSS; or
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. SECTION A: GENERAL RULES

b) is the same chemical entity, at the same strength, and in the same or a similar presentation or form, as the
relevant Hospital Pharmaceutical with HSS, but which is not yet listed as being a DV Pharmaceutical.
“Endorsements” - unless otherwise specified, endorsements should be either handwritten or computer generated by the
practitioner prescribing the medication. The endorsement can be written as “certified condition”, or state the condition of the
patient, where that condition is specified for the Community Pharmaceutical in Section B of the Pharmaceutical Schedule.
Where the practitioner writes “certified condition” as the endorsement, he/she is making a declaration that the patient meets
the criteria as set out in Section B of the Pharmaceutical Schedule.
“Exceptional Circumstances Panel” means the panel of clinicians, appointed by the PHARMAC Board, that is responsible
for administering policies in relation to Community Exceptional Circumstances and Hospital Exceptional Circumstances.
“Funder” means the body or bodies responsible, pursuant to the Act, for the funding of pharmaceuticals listed on the
Schedule (which may be one or more DHBs and/or the Ministry of Health) and their successors.
“GST” means goods and services tax under the Goods and Services Tax Act 1985.
“Hospital Care Operator” means a person for the time being in charge of providing hospital care, in accordance with the
Health and Disability Services (Safety) Act 2001.
“Hospital Exceptional Circumstances” means the policies and criteria administered by the Exceptional Circumstances
Panel relating to the ability to fund, from a DHB Hospital’s own budget, pharmaceuticals for use in the community by a specific
patient where a subsidy is not available from the Pharmaceutical Budget or under Community Exceptional Circumstances.
“Hospital Pharmaceuticals” means National Contract Pharmaceuticals, DV Pharmaceuticals, Discretionary Community
Supply Pharmaceuticals and Assessed Pharmaceuticals.
“Hospital Pharmacy” means that the Community Pharmaceutical is not eligible for Subsidy unless it is supplied by a hospital
or pharmacy contracted to the Funder to dispense as a hospital pharmacy to an person on the Prescription of a Practitioner.
“Hospital Pharmacy-Specialist” means that the Community Pharmaceutical is not eligible for Subsidy unless it is supplied
by a hospital or pharmacy contracted to the Funder to dispense as a hospital pharmacy to an Outpatient either:
a) on a Prescription signed by a Specialist, or
b) where the treatment with the Community Pharmaceutical has been recommended by a Specialist, on the
Prescription of a practitioner which is either:
i) endorsed with the words “recommended by [name of specialist and year of authorisation]” and signed
by the Practitioner, or
ii) annotated by the dispensing pharmacist, following verbal confirmation from the Practitioner of the name
of the Specialist and date of recommendation, with the words “recommended by [name of specialist
and date of authorisation], confirmed by [practitioner]”. Where the Contractor has an electronic record
of such an Endorsement or Annotation from a previous prescription for the same Community Pharma-
ceutical written by a prescriber for the same patient, they may annotate the prescription accordingly.
“As recommended by a Specialist” to be interpreted as:
a) follows a substantive consultation with an appropriate Specialist;
b) the consultation to relate to the Patient for whom the Prescription is written;
¢) consultation to mean communication by referral, telephone, letter, facsimile or email;
d) except in emergencies consultation to precede annotation of the Prescription; and
e) both the specialist and the General Practitioner must keep a written record of the consultation.
For the purposes of the definition it makes no difference whether or not the Specialist is employed by a hospital.
“Hospital Pharmacy-Specialist Prescription” means that the Community Pharmaceutical is not eligible for Subsidy unless
it is supplied by a hospital or pharmacy contracted to the Funder to dispense as a hospital pharmacy:
a) to an Outpatient; and
b) on a Prescription signed by a Specialist.
For the purposes of this definition, a “specialist’ means a doctor who holds a current annual practicing certificate and who
satisfies the criteria set out in paragraphs (a) or (b) or (c) of the definitions of Specialist below.
“HSS” means hospital supply status, the status of being the brand of the relevant Hospital Pharmaceutical listed in Section
H Part Il as HSS, that DHBs are obliged to purchase subject to any DV Limit for that Hospital Pharmaceutical for the period
of hospital supply, as awarded under an agreement between PHARMAC and the relevant pharmaceutical supplier.
“In Combination” means that the Community Pharmaceutical is only subsidised when prescribed in combination with
another subsidised pharmaceutical as specified in Section B or C of the Pharmaceutical Schedule.
“Individual DV Limit” means, for a particular Hospital Pharmaceutical with HSS and a particular DHB Hospital, the dis-
cretionary variance limit, being the specified percentage of that DHB Hospital’s Total Market Volume up to which that DHB
Hospital may purchase DV Pharmaceuticals of that Hospital Pharmaceutical.
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“Licensed Hospital” means a place or institution that is certified to provide hospital care within the meaning of the Health
and Disability Services (Safety) Act 2001.
“Lot” means a quantity of a Community Pharmaceutical supplied in one dispensing.
“Manufacturer’s Price” means the standard price at which a Community Pharmaceutical is supplied to wholesalers (ex-
cluding GST), as notified to PHARMAC by the supplier.
“Maternity hospital” means that the Community Pharmaceutical is not eligible for Subsidy unless it is supplied pursuant to
a Bulk Supply Order to a maternity hospital certified under the Health and Disability Services (Safety) Act 2001.
“Midwife” means a person registered as a midwife with the Midwifery Council, and who holds a current annual practising
certificate under the HPCA Act 2003.
“Month” means a period of 30 consecutive days.
“Monthly Lot” means the quantity of a Community Pharmaceutical required for the number of days’ treatment covered by
the Prescription, being up to 30 consecutive days’ treatment;
“National Contract Pharmaceutical” means a Hospital Pharmaceutical for which PHARMAC has negotiated a national
contract and the Price.
“National DV Limit” means, for a particular Hospital Pharmaceutical with HSS, the discretionary variance limit, being the
specified percentage of the Total Market Volume up to which all DHB Hospitals may collectively purchase DV Pharmaceuti-
cals of that Hospital Pharmaceutical.
“Not In Combination” means that no Subsidy is available for any Prescription containing the Community Pharmaceutical
in combination with other ingredients unless the particular combination of ingredients is separately specified in Section B or
C of the Schedule, and then only to the extent specified.
“Nurse Prescriber” means a nurse registered with the Nursing Council and who holds a current annual practicing certificate
under the HPCA Act 2003 and who is approved by the Nursing Council, to prescribe specified prescription medicines relating
to his/her scope of practice including, for the avoidance of doubt, a Diabetes Nurse Prescriber.
“Optometrist” means a person registered as an optometrist with the Optometrists and Dispensing Opticians Board, who
holds a current annual practising certificate under the HPCA Act 2003, and who is authorised by regulations under the
Medicines Act 1981 and approved by the Optometrists and Dispensing Opticians Board to prescribe specified medicines.
“Outpatient” , in relation to a Community Pharmaceutical, means a person who, as part of treatment at a hospital or other
institution under the control of a DHB, is prescribed the Community Pharmaceutical for consumption or use in the person’s
home.
“PCT” means Pharmaceutical Cancer Treatment in respect of which DHB hospital pharmacies and other Contractors can
claim Subsidies.
“PCT only” means Pharmaceutical Cancer Treatment in respect of which only DHB hospital pharmacies can claim Subsi-
dies.
“Penal Institution” means a penal institution, as that term is defined in The Penal Institutions Act 1954;
“PHARMAC” means the Pharmaceutical Management Agency established by Section 46 of the Act (PHARMAC).
“Pharmaceutical” means a medicine, therapeutic medical device, or related product or related thing listed in Sections B to
H of the Schedule.
“Pharmaceutical Benefits” means the right of:
a) a person; and
b) any member under 16 years of age of that person’s family, to have made by the Government on his or her
behalf, subject to any conditions for the time being specified in the Schedule, such payment in respect of any
Community Pharmaceutical supplied to that person or family member under the order of a Practitioner in the
course of his or her practice.
“Pharmaceutical Budget” means the pharmaceutical budget set for PHARMAC by the Crown for the subsidised supply
of Community Pharmaceuticals and Pharmaceutical Cancer Treatments including for named patients in exceptional circum-
stances.
“Pharmaceutical Cancer Treatment” means Pharmaceuticals for the treatment of cancer, listed in Sections A to G of the
Schedule and identified therein as a “PCT” or “PCT only” Pharmaceutical that DHBs must provide access to, for use in
their hospitals, and/or in association with Outpatient services provided in their DHB Hospitals, in relation to the treatment of
cancers.
“Practitioner” means a Doctor, a Dentist, a Dietitian, a Midwife, a Nurse Prescriber or an Optometrist as those terms are
defined in the Pharmaceutical Schedule.
“Practitioner’s Supply Order” means a written order made by a Practitioner on a form supplied by the Ministry of Health, or
approved by the Ministry of Health, for the supply of Community Pharmaceuticals to the Practitioner, which the Practitioner
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requires to ensure medical supplies are available for emergency use, teaching and demonstration purposes, and for provision
to certain patient groups where individual prescription is not practicable.
“Prescription” means a quantity of a Community Pharmaceutical prescribed for a named person on a document signed by
a Practitioner.
“Prescription Medicine” means any Pharmaceutical listed in Part | of Schedule 1 of the Medicines Regulations 1984.
“Private Hospital” means a hospital certified under the Health and Disability Services (Safety) Act 2001 that is not owned
or operated by a DHB.
“Residential Disability Care Institution” means premises used to provide residential disability care in accordance with the
Health and Disability Services (Safety) Act 2001.
“Rest Home” means premises used to provide rest home care in accordance with the Health and Disability Services (Safety)
Act 2001.
“Restricted Medicine” means any Pharmaceutical listed in Part Il of Schedule 1 of the Medicines Regulations 1984.
“Retail Pharmacy-Specialist” means that the Community Pharmaceutical is only eligible for Subsidy if it is either:
a) supplied on a Prescription or Practitioner'’s Supply Order signed by a Specialist, or,
b) in the case of treatment recommended by a Specialist, supplied on a Prescription or Practitioner's Supply
Order and either:
i) endorsed with the words “recommended by [name of Specialist and year of authorisation]” and signed
by the Practitioner, or
ii) Annotated by the dispensing pharmacist, following verbal confirmation from the Practitioner of the name
of the Specialist and date of recommendation, with the words “recommended by [name of specialist
and year of authorisation], confirmed by [practitioner]”. Where the Contractor has an electronic record
of such an Endorsement or Annotation from a previous prescription for the same Community Pharma-
ceutical written by a prescriber for the same patient, they may annotate the prescription accordingly.
“As recommended by a Specialist” to be interpreted as:
a) follows a substantive consultation with an appropriate Specialist;
b) the consultation to relate to the Patient for whom the Prescription is written;
¢) consultation to mean communication by referral, telephone, letter, facsimile or email;
d) except in emergencies consultation to precede annotation of the Prescription; and
e) both the Specialist and the General Practitioner must keep a written record of consultation.
“Retail Pharmacy-Specialist Prescription” means that the Community Pharmaceutical is only eligible for Subsidy if it
is supplied on a Prescription, or Practitioner’s Supply Order, signed by a Specialist.  For the purposes of this definition,
a “specialist” means a doctor who holds a current annual practicing certificate and who satisfies the criteria set out in
paragraphs (a) or (b) or (c) of the definitions of Specialist below.
“Schedule” means this Pharmaceutical Schedule and all its sections and appendices.
“Section B” of this Pharmaceutical Schedule means the list of Community Pharmaceuticals eligible for Subsidies included
in the Schedule.
“Section C” of this Pharmaceutical Schedule means the list of community extemporaneously compounded preparations
and galenicals eligible for Subsidies included in the Schedule.
“Section D” of this Pharmaceutical Schedule means the list of community special foods eligible for Subsidies included in
the Schedule.
“Section E Part I” of this Pharmaceutical Schedule means the list of Community Pharmaceuticals eligible for Subsidies and
available on a Practitioner’s Supply Order included in the Schedule.
“Section E Part II” of this Pharmaceutical Schedule means the list of rural areas for the purpose of community Practitioner's
Supply Orders included in the Schedule.
“Section F Part I” of this Pharmaceutical Schedule means the part of Section F relating to the exemption from dispensing
in Monthly Lots, and requirement to dispense in 90 Day Lots or 180 Day Lots, as applicable, in respect of the Community
Pharmaceuticals referred to in this part of Section F;
“Section F Part II” of this Pharmaceutical Schedule means the part of Section F relating to the exemption from dispensing
in Monthly Lots in respect of the Community Pharmaceuticals referred to in this part of Section F;
“Section G” of this Pharmaceutical Schedule means the list of Community Pharmaceuticals eligible for reimbursement of
safety caps.
“Section H” of this Pharmaceutical Schedule means the general rules for Hospital Pharmaceuticals and the lists of National
Contract Pharmaceuticals and any associated DV Pharmaceuticals, of Discretionary Community Supply Pharmaceuticals
and Assessed Pharmaceuticals included in Section H of the Schedule.
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“Section H Part I” of this Pharmaceutical Schedule means the general rules for Hospital Pharmaceuticals.

“Section H Part II” of this Pharmaceutical Schedule means the list of National Contract Pharmaceuticals, the relevant Price,

an indication of whether the Pharmaceutical has HSS and any associated DV Pharmaceuticals and DV Limit. -
“Section H Part lll” of this Pharmaceutical Schedule means the list of Discretionary Community Supply Pharmaceuticals.

“Special Authority” means that the Community Pharmaceutical or Pharmaceutical Cancer Treatment is only eligible for

Subsidy or additional Subsidy for a particular person if an application meeting the criteria specified in the Schedule has been

approved, and the valid Special Authority number is present on the prescription.

“Specialist”, in relation to a Prescription, a doctor who holds a current annual practising certificate and who satisfies the

criteria set out in paragraphs () or (b) or (c) or (d) below:

a)

i) the doctor is vocationally registered in accordance with the criteria set out by the Medical Council of
New Zealand and the HPCA Act 2003 and who has written the Prescription in the course of practising
in that area of medicine; and

ii) the doctor's vocational scope of practice is one of those listed below: — anaesthetics, cardiothoracic
surgery, dermatology, diagnostic radiology, emergency medicine, general surgery, internal medicine,
neurosurgery, obstetrics and gynaecology, occupational medicine, ophthalmology, oral and maxillofa-
cial surgery, otolaryngology head and neck surgery, orthopaedic surgery, paediatric surgery, paedi-
atrics, pathology, plastic and reconstructive surgery, psychological medicine or psychiatry, public health
medicine, radiation oncology, rehabilitation medicine, urology and venereology;

b) the doctor is recognised by the Ministry of Health as a specialist for the purposes of this Schedule and receives
remuneration from a DHB at a level which that DHB considers appropriate for specialists and who has written
that Prescription in the course of practising in that area of medicine;

c) the doctor is recognised by the Ministry of Health as a specialist in relation to a particular area of medicine
for the purpose of writing Prescriptions and who has written the Prescription in the course of practising in that
area of medicine;

d) the doctor writes the Prescription on DHB stationery and is appropriately authorised by the relevant DHB to do
SO.

“Subsidy” means the maximum amount that the Government will pay Contractors for a Community Pharmaceutical dis-
pensed to a person eligible for Pharmaceutical Benefits and is different from the cost to Government of subsidising that
Community Pharmaceutical. For the purposes of a DHB hospital pharmacy claiming for Pharmaceutical Cancer Treatments,
Subsidy refers to any payment made to the DHB hospital pharmacy or service provider to which that pharmacy serves, and
does not relate to a specific payment that might be made on submission of a claim.
“Supply Order” means a Bulk Supply Order or a Practitioner’s Supply Order.
“Unapproved Indication” means, for a Pharmaceutical, an indication for which it is not approved under the Medicines
Act 1981. Practitioners prescribing Pharmaceuticals for Unapproved Indications should be aware of, and comply with, their
obligations under Section 25 and/or Section 29 of the Medicines Act 1981 and as set out in Section A: General Rules, Part
IV (Miscellaneous Provisions) rule 4.6.

1.2 In addition to the above interpretations and definitions, unless the content requires otherwise, a reference in the

Schedule to:

a) the singular includes the plural; and

b) any legislation includes a modification and re-enactment of, legislation enacted in substitution for, and a regu-
lation, Order in Council, and other instrument from time to time issued or made under that legislation, where
that legislation, regulation, Order in Council or other instrument has an effect on the prescribing, dispensing or
subsidising of Community Pharmaceuticals.

PART Il
COMMUNITY PHARMACEUTICALS SUBSIDY

2.1 Community Pharmaceuticals eligible for Subsidy include every medicine, therapeutic medical device or related prod-
uct, or related thing listed in Sections B to G of the Schedule subject to:
2.1.1 clauses 2.2 of the Schedule; and
2.1.2 clauses 3.1 to 4.4 of the Schedule; and
2.1.3 the conditions (if any) specified in Sections B to G of the Schedule;
2.2 No claim by a Contractor for payment in respect of the supply of Community Pharmaceuticals will be allowed unless
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the Community Pharmaceuticals so supplied:

2.2.1 comply with the appropriate standards prescribed by regulations for the time being in force under the Medicines
Act 1981; or

2.2.2 in the absence of any such standards, comply with the appropriate standards for the time being prescribed by
the British Pharmacopoeia; or

2.2.3 in the absence of the standards prescribed in clauses 2.3.1 and 2.3.2, comply with the appropriate standards
for the time being prescribed by the British Pharmaceutical Codex; or

2.24 in the absence of the standards prescribed in clauses 2.3.1, 2.3.2 and 2.3.3, are of a grade and quality not
lower than those usually applicable to Community Pharmaceuticals intended to be used for medical purposes.

PART Il
PERIOD AND QUANTITY OF SUPPLY

3.1 Doctors’, Dentists’, Dietitians’, Midwives’, Nurse Prescribers’ and Optometrists’ Prescriptions (other than
oral contraceptives)

The following provisions apply to all Prescriptions, other than those for an oral contraceptive, written by a Doctor,

Dentist, Dietitian, Midwife, Nurse Prescriber or Optometrist unless specifically excluded:

3.1.1 For a Community Pharmaceutical other than a Class B Controlled Drug, only a quantity suffcient to provide
treatment for a period not exceeding three Months will be subsidised.

3.1.2 For methylphenidate hydrochloride and dexamphetamine sulphate (except for Dentist prescriptions), only a
quantity sufficient to provide treatment for a period not exceeding one Month will be subsidised.

3.1.3 For a Class B Controlled Drug:

a) other than Dentist prescriptions and methylphenidate hydrochloride and dexamphetamine sulphate,
only a quantity:

i) sufficient to provide treatment for a period not exceeding 10 days; and
ii) which has been dispensed pursuant to a Prescription sufficient to provide treatment for a period
not exceeding one Month, will be subsidised.

b) for a Dentist prescription only such quantity as is necessary to provide treatment for a period not ex-
ceeding five days will be subsidised.

3.1.4 Subject to clauses 3.1.3 and 3.1.7, for a Doctor, Dietitian, Midwife or Nurse Prescriber and 3.1.7 for an Op-
tometrist, where a practitioner has prescribed a quantity of a Community Pharmaceutical sufficient to provide
treatment for:

a) one Month or less than one Month, but dispensed by the Contractor in quantities smaller than the
quantity prescribed, the Community Pharmaceutical will only be subsidised as if that Community Phar-
maceutical had been dispensed in a Monthly Lot;

b) more than one Month, the Community Pharmaceutical will be subsidised only if it is dispensed:

i) in a 90 Day Lot, where the Community Pharmaceutical is a Pharmaceutical covered by Section
F Part | of the Pharmaceutical Schedule; or

ii) if the Community Pharmaceutical is not a Pharmaceutical referred to in Section F Part | of the
Pharmaceutical Schedule, in Monthly Lots, unless:

A) the eligible person or his/her nominated representative endorses the back of the Prescrip-
tion form with a statement identifying which Access Exemption Criterion (Criteria) applies
and signs that statement to this effect; or

B) both:

1) the Practitioner endorses the Community Pharmaceutical on the Prescription with
the words “certified exemption” written in the Practitioners own handwriting, or
signed or initialled by the Practitioner; and

2) every Community Pharmaceutical endorsed as “certified exemption” is covered by
Section F Part Il of the Pharmaceutical Schedule.

3.1.5 A Community Pharmaceutical is only eligible for Subsidy if the Prescription under which it has been dispensed
was presented to the Contractor:

a) for a Class B Controlled Drug, within eight days of the date on which the Prescription was written; or

b) for any other Community Pharmaceutical, within three Months of the date on which the Prescription was
written.
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3.1.6 No subsidy will be paid for any Prescription, or part thereof, that is not fulfilled within:

a) in the case of a Prescription for a total supply of from one to three Months, three Months from the date
the Community Pharmaceutical was first dispensed; or

b) in any other case, one Month from the date the Community Pharmaceutical was first dispensed. Only
that part of any Prescription that is dispensed within the time frames specified above is eligible for
Subsidy.

3.1.7 If a Community Pharmaceutical:

a) is stable for a limited period only, and the Practitioner has endorsed the Prescription with the words
“unstable medicine” and has specified the maximum quantity that may be dispensed at any one time; or
b) is stable for a limited period only, and the Contractor has endorsed the Prescription with the words
“unstable medicine” and has specified the maximum quantity that should be dispensed at any one time
in all the circumstances of the particular case; or
c) is Close Control,
The actual quantity dispensed will be subsidised in accordance with any such specification.

Oral Contraceptives

The following provisions apply to all Prescriptions written by a Doctor, Midwife or Nurse Prescriber for an oral contra-

ceptive:

3.2.1 The prescribing Doctor, Midwife or Nurse Prescriber must specify on the Prescription the period of treatment
for which the Community Pharmaceutical is to be supplied. This period must not exceed six Months.

3.2.2 Where the period of treatment specified in the Prescription does not exceed six Months, the Community Phar-
maceutical is to be dispensed:

a) in Lots as specified in the Prescription if the Community Pharmaceutical is Close Control; or
b) where no Lots are specified, in one Lot sufficient to provide treatment for the period prescribed.

3.2.3 An oral contraceptive is only eligible for Subsidy if the Prescription under which it has been dispensed was
presented to the Contractor within three Months of the date on which it was written.

3.2.4 Where a Community Pharmaceutical in a Prescription is Close Control and a repeat on the Prescription re-
mains unfulfilled after six Months from the date the Community Pharmaceutical was first dispensed only the
actual quantity supplied by the Contractor within this time limit will be eligible for Subsidy.

Original Packs, and Certain Antibiotics

3.3.1 Notwithstanding clauses 3.1 and 3.3 of the Schedule, if a Practitioner prescribes or orders a Community
Pharmaceutical that is identified as an Original Pack (OP) on the Pharmaceutical Schedule and is packed in a
container from which it is not practicable to dispense lesser amounts, every reference in those clauses to an
amount or quantity eligible for Subsidy, is deemed to be a reference:

a) where an amount by weight or volume of the Community Pharmaceutical is specified in the Prescription,
to the smallest container of the Community Pharmaceutical, or the smallest number of containers of the
Community Pharmaceutical, sufficient to provide that amount; and

b) in every other case, to the amount contained in the smallest container of the Community Pharmaceutical
that is manufactured in, or imported into, New Zealand.

3.3.2 If a Community Pharmaceutical is the liquid oral form of an antibiotic to which a diluent must be added by the
Contractor at the time of dispensing and it is prescribed or ordered by a Practitioner in an amount that does
not coincide with the amount contained in one or more standard packs of that Community Pharmaceutical,
Subsidy will be paid for the amount prescribed or ordered by the Practitioner in accordance with either clause
3.1 or clause 3.3 of the Schedule, and for the balance of any pack or packs from which the Community
Pharmaceutical has been dispensed. At the time of dispensing the Contractor must keep a record of the
quantity discarded. To ensure wastage is reduced, the Contractor should reduce the amount dispensed to
make it equal to the quantity contained in a whole pack where:

a) the difference the amount dispensed and the amount prescribed by the Practitioner is less than 10%
(eg; if a prescription is for 105 mis then a 100ml pack would be dispensed); and

b) in the reasonable opinion of the Contractor the difference would not affect the efficacy of the course of
treatment prescribed by the Practitioner.

Note: For the purposes of audit and compliance it is an act of fraud to claim wastage and then use the wastage
amount for any subsequent prescription.

Dietitians’ Prescriptions

The following provisions apply to every Prescription written by a Dietitian:
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Prescriptions written by a Dietitian for a Community Pharmaceutical will only be subsidised where they are for
either:

a) special foods, as listed in Section D; or

b) any other Pharmaceutical that has been identified in Section D of the Pharmaceutical Schedule as

being able to be prescribed by a Dietitian,

providing that the products being prescribed are not classified as Prescription Medicines or Restricted Medicines.
For the purposes of Dietitians prescribing pursuant to this clause 3.5, the prescribing and dispensing of these
products is required to be in accordance with regulations 41 and 42 of the Medicines Regulations 1984.

3.5 Diabetes Nurse Prescribers’ Prescriptions
The following provisions apply to every Prescription written by a Diabetes Nurse Prescriber:

3.5.1

35.2

PART IV

MISCELLANEOUS PROVISIONS
4.1 Bulk Supply Orders
The following provisions apply to the supply of Community Pharmaceuticals under Bulk Supply Orders:

411

41.2

413

414

415

416

417

Prescriptions written by a Diabetes Nurse Prescriber for a Community Pharmaceutical will only be subsidised
where they are for either:
a) a Community Pharmaceutical classified as a Prescription Medicine or a Restricted Medicine and which
a Diabetes Nurse Prescribers is permitted under regulations to prescribe; or
b) any other Community Pharmaceutical listed below, being an item that has been identified as being able
to be prescribed by a Diabetes Nurse Prescriber, but which is not classified as a Prescription Medicine
or a Restricted Medicine:
aspirin, blood glucose diagnostic test meter, blood glucose diagnostic test strip, glucagon hydrochloride
inj 1 mg syringe kit, insulin pen needles, insulin syringes disposable with attached needle, ketone blood
beta-ketone electrodes test strip, nicotine, sodium nitroprusside test strip,
Any Diabetes Nurse Prescribers’ prescription for a medication requiring a Special Authority will only be sub-
sidised if it is for a repeat prescription (ie after the initial prescription with Special Authority approval was
dispensed).
Note: A list of Diabetes Nurse Prescribers will be published periodically in the Update of the Pharmaceutical
Schedule for the duration of an initial pilot scheme. After this period there will be no approved DHB demon-
stration sites and hence no Diabetes Nurse Prescribers.

No Community Pharmaceutical supplied under a Bulk Supply Order will be subsidised unless all the require-
ments in Section B, C or D of the Schedule applicable to that pharmaceutical are met.
The person who placed the Bulk Supply Order may be called upon by the Ministry of Health to justify the
amount ordered.
Class B Controlled Drugs will be subsidised only if supplied under Bulk Supply Orders placed by an institution
certified to provide hospital care under the Health and Disability Services (Safety) Act 2001.
Any order for a Class B Controlled Drug or for buprenorphine hydrochloride must be written on a Special Bulk
Supply Order Controlled Drug Form supplied by the Ministry of Health.
Community Pharmaceuticals listed in Part | of the First Schedule to the Medicines Regulations 1984 will be
subsidised only if supplied under a Bulk Supply Order placed by an institution certified to provide hospital care
under the Health and Disability Services (Safety) Act 2001 and:

a) that institution employs a registered general nurse, registered with the Nursing Council and who holds

a current annual practicing certificate under the HPCA Act 2003; and

b) the Bulk Supply Order is supported by a written requisition signed by a Hospital Care Operator.
No Subsidy will be paid for any quantity of a Community Pharmaceutical supplied under a Bulk Supply Order
in excess of what is a reasonable monthly allocation for the particular institution, after taking into account stock
on hand.
The Ministry of Health may, at any time, by public notification, declare that any approved institution within its
particular region, is not entitied to obtain supplies of Community Pharmaceuticals under Bulk Supply Orders
with effect from the date specified in that declaration. Any such notice may in like manner be revoked by the
Ministry of Health at any time.

4.2 Practitioner’s Supply Orders
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The following provisions apply to the supply of Community Pharmaceuticals to Practitioners under a Practitioner's

Supply Order:

4.2.1 Subject to clause 4.2.3, a Practitioner may only order under a Practitioner's Supply Order those Community
Pharmaceuticals listed in Section E Part | and only in such quantities as set out in Section E Part | that the
Practitioner requires to ensure medical supplies are available for emergency use, teaching and demonstration
purposes, and for provision to certain patient groups where individual prescription is not practicable.

4.2.2 Any order for a Class B Controlled Drug or for buprenorphine hydrochloride must be written on a Special
Practitioner’s Supply Order Controlled Drug Form supplied by the Ministry of Health.

4.2.3 A Practitioner may order such Community Pharmaceuticals as he or she expects to be required for personal
administration to patients under the Practitioner’s care if:

a) the Practitioner's normal practice is in the specified areas listed in Section E Part Il of the Schedule, or
if the Practitioner is a locum for a Practitioner whose normal practice is in such an area.

b) the quantities ordered are reasonable for up to one Month’s supply under the conditions normally exist-
ing in the practice. (The Practitioner may be called on by the Ministry of Health to justify the amounts of
Community Pharmaceuticals ordered.)

4.2.4 No Community Pharmaceutical ordered under a Practitioner's Supply order will be eligible for Subsidy unless:

a) the Practitioner's Supply Order is made on a form supplied for that purpose by the Ministry of Health, or
approved by the Ministry of Health and which:

i) is personally signed and dated by the Practitioner; and
ii) sets out the Practitioner’s address; and
iii) sets out the Community Pharmaceuticals and quantities, and;

b) all the requirements of Sections B and C of the Schedule applicable to that pharmaceutical are met.

4.2.5 The Ministry of Health may, at any time, on the recommendation of an Advisory Committee appointed by the
Ministry of Health for that purpose, by public notification, declare that a Practitioner specified in such a notice
is not entitled to obtain supplies of Community Pharmaceuticals under Practitioner’s Supply Orders until such
time as the Ministry of Health notifies otherwise.

Retail Pharmacy and Hospital Pharmacy-Specialist Restriction

The following provisions apply to Prescriptions for Community Pharmaceuticals eligible to be subsidised as “Retail

Pharmacy-Specialist’ and “Hospital Pharmacy-Specialist”:

4.3.1 Record Keeping
It is expected that a record will be kept by both the General Practitioner and the Specialist of the fact of
consultation and enough of the clinical details to justify the recommendation. This means referral by telephone
will need to be followed up by written consultation.

432 Expiry
The recommendation expires at the end of two years and can be renewed by a further consultation.

4.3.3 The circulation by Specialists of the circumstances under which they are prepared to recommend a particular
Community Pharmaceutical is acceptable as a guide. It must however be followed up by the procedure in
subclauses 4.3.1 and 4.3.2, for the individual Patient.

4.3.4 The use of preprinted forms and named lists of Specialists (as circulated by some pharmaceutical companies)
is regarded as inappropriate.

4.3.5 The Rules for Retail Pharmacy-Specialist and Hospital Pharmacy-Specialist will be audited as part of the
Ministry of Health’s routine auditing procedures.

Pharmaceutical Cancer Treatments

4.4.1 DHBs must provide access to Pharmaceutical Cancer Treatments for the treatment of cancers in their DHB
hospitals, and/or in association with Outpatient services provided in their DHB hospitals.

4.4.2 DHBs must only provide access to Pharmaceuticals for the treatment of cancer that are listed as Pharmaceu-
tical Cancer Treatments in Sections A to G of the Schedule, provided that DHBs may provide access to an
unlisted pharmaceutical for the treatment of cancer where that unlisted pharmaceutical:

a) has Cancer Exceptional Circumstances approval;

b) has Community Exceptional Circumstances or Hospital Exceptional Circumstances approval;

c) is being used as part of a bona fide clinical trial which has Ethics Committee approval;

d) is being used and funded as part of a paediatric oncology service; or

€) was being used to treat the patient in question prior to 1 July 2005.

4.4.3 A DHB hospital pharmacy that holds a claiming agreement for Pharmaceutical Cancer Treatements with the
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Funder may claim a Subsidy for a Pharmaceutical Cancer Treatment marked as “PCT” or “PCT only” in Sec-
tions A to G of this Schedule subject to that Pharmaceutical Cancer Treatment being dispensed in accordance
with:
a) Part 1;
b) clauses 2.1 t0 2.3;
c) clauses 3.1 to 3.4; and

d) clause 4.4,
of Section A of the Schedule
A Contractor (other than a DHB hospital pharmacy) may only claim a Subsidy for a Pharmaceutical Can-
cer Treatment marked as “PCT” in Sections A to G of the Schedule subject to that Pharmaceutical Cancer
Treatment being dispensed in accordance with the rules applying to Sections A to G of the Schedule.
Some indications for Pharmaceutical Cancer Treatments listed in the Schedule are Unapproved Indications.
Some of these formed part of the October 2001 direction from the Minister of Health as to pharmaceuticals
and indications for which DHBs must provide funding. As far as reasonably practicable, these Unapproved In-
dications are marked in the Schedule. However, PHARMAC makes no representation and gives no guarantee
as to the accuracy of this information. Practitioners prescribing Pharmaceutical Cancer Treatments for such
Unapproved Indications should:

a) be aware of and comply with their obligations under sections 25 and 29 of the Medicines Act 1981, as
applicable, and otherwise under the Medicines Act and the Medicines Regulations 1984;

b) be aware of and comply with their obligations under the Health and Disability Comissioner's Code of
Consumer Rights, including the requirement to obtain informed consent from the patient (PHARMAC
recommends that Practitioners obtain written consent); and

c) exercise their own skill, judgement, expertise and discretion, and make their own prescribing decisions
with respect to the use of an unapproved Pharmaceutical Cancer Treatment or a Pharmaceutical Cancer
Treatment for an Unapproved Indication.

45 Practitioners prescribing unapproved Pharmaceuticals
Practitioners should, where possible, prescribe Pharmaceuticals that are approved under the Medicines Act 1981.
However, the access criteria under which a Pharmaceutical is listed on the Pharmaceutical Schedule may:

a) in some case, explicitly permit Government funded access to a Pharmaceutical that is not approved under the

Medicines Act 1981 or for an Unapproved Indication; or

b) not explicitly preclude Government funded access to a Pharmaceutical when it is used for an Unapproved

Indication;

Accordingly, if Practitioners are planning on prescribing an unapproved Pharmaceutical or a Pharmaceutical for an
Unapproved Indication, Practitioners should:

a) be aware of and comply with their obligations under sections 25 and 29 of the Medicines Act 1981, as applica-

ble, and otherwise under that Act and the Medicines Regulations 1984;

b) be aware of and comply with their obligations under the Health and Disability Commissioner's Code of Con-

sumer Rights, including the requirement to obtain informed consent from the patient (PHARMAC recommends
that Practitioners obtain written consent); and

c) exercise their own skill, judgment, expertise and discretion, and make their own prescribing decisions with

respect to the use of an unapproved Pharmaceutical or a Pharmaceutical for an Unapproved Indication.

Practitioners should be aware that simply by listing a Pharmaceutical on the Pharmaceutical Schedule PHARMAC
makes no representations about whether that Pharmaceutical has any form of approval or consent under, or whether
the supply or use of the Pharmaceutical otherwise complies with, the Medicines Act 1981. Further, the Pharmaceuti-
cal Schedule does not constitute an advertisement, advertising material or a medical advertisement as defined in the
Medicines Act or otherwise.
4.6 Substitution

Where a Practitioner has prescribed a brand of a Community Pharmaceutical that has no Subsidy or has a Manufac-
turer’s Price that is greater than the Subsidy and there is an alternative fully subsidised Community Pharmaceutical
available, a Contractor may dispense the fully subsidised Community Pharmaceutical, unless either or both of the
following circumstances apply:

a) there is a clinical reason why substitution should not occur; or
b) the prescriber has marked the prescription with a statement such as ‘no brand substitution premitted’

Such an Authority to Substitute is valid whether or not there is a financial implication for the Pharmaceutical Budget.
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When dispensing a subsidised alternative brand, the Contractor must annotate and sign the prescription and inform
the patient of the brand change.

Alteration to Presentation of Pharmaceutical Dispensed

A Contractor, when dispensing a subsidised Community Pharmaceutical, may alter the presentation of a Pharmaceu-
tical dispensed to another subsidised presentation but may not alter the dose, frequency and/or total daily dose. This
may only occur when it is not practicable for the contractor to dispense the requested presentation. If the change will
result in additional cost to the DHBs, then annotation of the prescription by the dispensing pharmacist must occur
stating the reason for the change, and the Contractor must initial the change for the purposes of Audit.

Conflict in Provisions

If any rules in Sections B-G of this Schedule conflict with the rules in Section A, the rules in Sections B-G apply.
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Subsidy Fully ~ Brand or
(Manufacturer's Price) Subsidised  Generic
Per v Manufacturer

Antacids and Antiflatulants

Antacids and Reflux Barrier Agents

ALGINIC ACID
Sodium alginate 225 mg and magnesium alginate 87.5 mg

PEF SACHEY ... 4.50 30 v/ Gaviscon Infant
CALCIUM CARBONATE WITH AMINOACETIC ACID
% Tab 420 mg with aminoacetic acid 180 mg — Higher subsidy

of $6.30 per 100 tab with ENdOrsement. ..........c..ccveveevvererrirennnes 3.00 100

(6.30) Titralac
Additional subsidy by endorsement is available for pregnant women. The prescription must be endorsed accordingly.

SIMETHICONE
% Oral lig aluminium hydroxide 200 mg with magnesium hydrox-

ide 200 mg and activated simethicone 20 mg per 5 ml ............... 1.50 500 ml
(4.26) Mylanta P
SODIUM ALGINATE
% Tab 500 mg with sodium bicarbonate 267 mg and calcium
carbonate 160 mg - peppermint flavour .........cccvveerenerineineines 1.80 60
(8.60) Gaviscon Double
Strength
% Oral liq 500 mg with sodium bicarbonate 267 mg and calcium
carbonate 160 Mg per 10 Ml .....c.vveveerrirresreseseeseiei 1.50 500 ml
(4.95) Acidex

Phosphate Binding Agents

ALUMINIUM HYDROXIDE
Tab 600 MY ..o s 12.56 100 v/ Alu-Tab

Antidiarrhoeals

Agents Which Reduce Motility
DIPHENOXYLATE HYDROCHLORIDE WITH ATROPINE SULPHATE

* Tab 2.5 mg with atropine sulphate 25 PG .......cocevereercerieneenieneriineenens 3.90 100 v/ Diastop
LOPERAMIDE HYDROCHLORIDE - Up to 30 cap available on a PSO
% Tab2mg .. ...8.95 400 v/ Nodia

F AP 2 MG vt e 8.95 400 v/ Diamide Relief
Rectal and Colonic Anti-inflammatories
BUDESONIDE
Cap 3mg — Special Authority see SA1155 on the next page
— Retail pharmacy ... 166.50 90 v/ Entocort CIR

v fully subsidised $29° Unapproved medicine supplied under Section 29
26 [HP4] refer page 9 Sole Subsidised Supply
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Subsidy Fully  Brand or
(Manufacturer's Price) Subsidised  Generic
Per v Manufacturer

Special Authority for Subsidy
Initial application — (Crohn’s disease) from any relevant practitioner. Approvals valid for 6 months for applications meeting the
following criteria:
Both: -
1 Mild to moderate ileal, ileocaecal or proximal Crohn’s disease; and
2 Any of the following:

2.1 Diabetes; or

2.2 Cushingoid habitus; or

2.3 Osteoporosis where there is significant risk of fracture; or

2.4 Severe acne following treatment with conventional corticosteroid therapy; or

2.5 History of severe psychiatric problems associated with corticosteroid treatment; or

2.6 History of major mental illiness (such as bipolar affective disorder) where the risk of conventional corticosteroid treat-

ment causing relapse is considered to be high; or

2.7 Relapse during pregnancy (where conventional corticosteroids are considered to be contraindicated).
Initial application — (collagenous and lymphocytic colitis (microscopic colitis)) from any relevant practitioner. Approvals
valid for 6 months where patient has a diagnosis of microscopic colitis (collagenous or lymphocytic colitis) by colonoscopy with
biopsies.
Initial application — (gut Graft versus Host disease) from any relevant practitioner. Approvals valid for 6 months where patient
has a gut Graft versus Host disease following allogenic bone marrow transplantation®.
Note: Indication marked with * is an Unapproved Indication.
Renewal from any relevant practitioner. Approvals valid for 6 months where the treatment remains appropriate and the patient is
benefiting from treatment.
Note: Clinical trials for Entocort CIR use beyond three months demonstrated no improvement in relapse rate.

HYDROCORTISONE ACETATE

Rectal foam 10%, CFC-Free (14 applications) ..........cccccoveneineinces 23.00 21.1gOP ¢ Colifoam
MESALAZINE

Tah 400 MY oottt . 100 v/ Asacol

Tab EC 500 mg ..49. 100 v/ Asamax

Tab long-acting 500 MG ...cuveeerieriiiieieineei e 59.05 100 v/ Pentasa

Enema 1 g per 100 Ml ... 45.96 7 v/ Pentasa

Suppos 500 mg .22, 20 v/ Asacol

SUPPOS 10 worrrererrirerernsieseseessss sttt ssss s ssnns . 28 v/ Pentasa
OLSALAZINE

Tah 500 MY woovvvvereirereeress st nsnes 59.86 100 v/ Dipentum

CaP 250 MQ 1rovvrrereereeiseeeeeessees s eess st 31.51 100 v/ Dipentum
SODIUM CROMOGLYCATE

€aP 100 MY ooovvvrrreirriereesieres st 89.21 100 v/ Nalcrom
SULPHASALAZINE
% Tab 500 mg — For sulphasalazine oral liquid formulation refer,

page 172 . 100 v/ Salazopyrin

F Tab EC 500 M oot ees 12.89 100 v/ Salazopyrin EN
 safety cap AThree months supply may be dispensed at one time

*Three months or six months, as applicable, dispensed all-at-once if endorsed “certified exemption” by the prescriber. 27
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Subsidy Fully ~ Brand or
(Manufacturer's Price) Subsidised  Generic
Per v Manufacturer
Antihaemorrhoidals

Corticosteroids

FLUOCORTOLONE CAPROATE WITH FLUOCORTOLONE PIVALATE AND CINCHOCAINE
Oint 950 pg, with fluocortolone pivalate 920 pg, and cin-

chocaine hydrochloride 5 Mg PEr g ....c.eveereneenerneeneereineerineieins 6.35 30gOP v/ Ultraproct
Suppos 630 pg, with fluocortolone pivalate 610 pg, and cin-
chocaine hydrochloride 1 Mg .....coveveeeririnnreseseeseiei 2.66 12 v/ Ultraproct
HYDROCORTISONE WITH CINCHOCAINE
Oint 5 mg with cinchocaine hydrochloride 5 mg per g ........cccevuueeee. 15.00 30gOP v/ Proctosedyl
Suppos 5 mg with cinchocaine hydrochloride 5 mg per g ................. 9.90 12 v/ Proctosedyl

ATROPINE SULPHATE

% Inj600 pg, 1 ml - Up to 5inj available on a PSO......cc.cccovirvivniinnee 52.00 50 v/ AstraZeneca
HYOSCINE N-BUTYLBROMIDE

F TAD 10 MY ot 1.48 20 v/ Gastrosoothe
% Inj20mg, 1 ml —Up to 5 inj available on a PSO.........ccccovvvirvcrncnnnee 9.57 5 v/ Buscopan
MEBEVERINE HYDROCHLORIDE

F TAD 185 MY oo 18.00 90 v/ Colofac

Antiulcerants

Antisecretory and Cytoprotective

MISOPROSTOL
R L LT 52.70 120 v Cytotec

Helicobacter Pylori Eradication

CLARITHROMYCIN
Tab 500 mg — Subsidy by endorsement ............cccocurenirsineirniinnnen. 10.95 14 v/ Apo-Clarithromycin
23.30 v/ Klamycin
a) Maximum of 14 tab per prescription
b) Subsidised only if prescribed for helicobacter pylori eradication and prescription is endorsed accordingly.
Note: the prescription is considered endorsed if clarithromycin is prescribed in conjunction with a proton pump inhibitor and either
amoxycillin or metronidazole.

H2 Antagonists
CIMETIDINE - Only on a prescription
F TaD 200 MY oo 5.00 100
Apo-Cimetidine
* Tab 400 mg 100
Apo-Cimetidine
FAMOTIDINE - Only on a prescription
s Tab20 mg 250 v/ Famox
% Tab40mg 250 v/ Famox
v fully subsidised $29° Unapproved medicine supplied under Section 29

28 [HP4] refer page 9 Sole Subsidised Supply
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Subsidy Fully  Brand or
(Manufacturer's Price) Subsidised  Generic
Per v Manufacturer

RANITIDINE HYDROCHLORIDE - Only on a prescription
F TAD 150 MY oot 6.79 250 v/ Arrow-Ranitidine
* Tab300 Mg oo, .9.34 250 v/ Arrow-Ranitidine
% Oral lig 150 mg per 10 ml .5.92 300 ml v/ Peptisoothe -
% Inj 25 mg per ml, 2 ml 8.75 5 v/ Zantac

Proton Pump Inhibitors

LANSOPRAZOLE
F 0P 15 MY oo 327 28 v/ Lanzol Relief
3.50 v/ Solox
F AP B0 MY oot 4.34 28 v/ Lanzol Relief
4.65 v/ Solox
OMEPRAZOLE
For omeprazole suspension refer, page 175
s Cap 10 mg 0.97 30 ¢/ Dr Reddy’s
Omeprazole
2.91 90 v/ Omezol Relief
F CAP 20 MY oo s 1.26 30 v/ Dr Reddy’s
Omeprazole
3.78 90 v/ Omezol Relief
F CAP A0 MY oo 1.86 30 ¢/ Dr Reddy’s
Omeprazole
5.57 90 v/ Omezol Relief
s Powder — Only in cOMbDINGHON ........ovuivriiieiiieiineieeieeeiees 42.50 59 v/ Midwest
Only in extemporaneously compounded omeprazole suspension.
FINJAD MY oo 28.65 5 ¢/ Dr Reddy’s

Omeprazole
(Dr Reddy’s Omeprazole Cap 10 mg to be delisted 1 January 2012)

(Dr Reddy’s Omeprazole Cap 20 mg to be delisted 1 January 2012)
(Dr Reddy’s Omeprazole Cap 40 mg to be delisted 1 January 2012)

PANTOPRAZOLE
F TAD 20 MG oot 1.23 28 ¢/ Dr Reddy’s
Pantoprazole
F TAD A0 MY o 1.54 28 ¢/ Dr Reddy’s
Pantoprazole
F INJAD MY ot 6.50 1 v/ Pantocid IV
Site Protective Agents
SUCRALFATE
TAD 1 g o 35.50 120
(48.28) Carafate

Hyperglycaemic Agents

GLUCAGON HYDROCHLORIDE
Inj 1 mg syringe kit — Up to 5 kit available on a PSO........c.ccccconvennce 27.00 1 v/ Glucagen Hypokit

 safety cap AThree months supply may be dispensed at one time
*Three months or six months, as applicable, dispensed all-at-once if endorsed “certified exemption” by the prescriber. 29



. ALIMENTARY TRACT AND METABOLISM

Subsidy Fully  Brand or
(Manufacturer’s Price) Subsidised ~ Generic
Per v Manufacturer
Insulin - Short-acting Preparations
INSULIN NEUTRAL
A Injhuman 100 U Per Ml ..o 25.26 10 ml OP v/ Actrapid
v/ Humulin R
A [njhuman 100 uper ml, 3 Ml ..o 42.66 5 v/ Actrapid Penfill

¢/ Humulin R
Insulin - Intermediate-acting Preparations
INSULIN ISOPHANE

A Injhuman 100 U Per Ml ... 17.68 10 ml OP ¢/ Humulin NPH
v/ Protaphane
A [njhuman 100 uper ml, 3 Ml ..o 29.86 5 ¢/ Humulin NPH

v/ Protaphane Penfill

INSULIN ISOPHANE WITH INSULIN NEUTRAL

A Inj human with neutral insulin 100 U Per Ml .......ccovvvvvereernrinernerins 25.26 10mlOP ¢ Humulin 30/70
v/ Mixtard 30

A Inj human with neutral insulin 100 u per ml, 3 Ml ...c..ccoovvvvinviiniines 42.66 5 v/ Humulin 30/70
v/ PenMix 30
v/ PenMix 40
v/ PenMix 50

INSULIN LISPRO WITH INSULIN LISPRO PROTAMINE
A Injlispro 25% with insulin lispro protamine 75% 100 u per ml,

BIMD e 52.15 5 v/ Humalog Mix 25
A Injlispro 50% with insulin lispro protamine 50% 100 u per ml,3
M o e 52.15 5 v/ Humalog Mix 50

Insulin - Long-acting Preparations

INSULIN GLARGINE
Note: Only for patients meeting one of the following criteria:
a) Type 1 diabetes; or
b) Other condition related diabetes (e.g. Cystic Fibrosis, diabetes in pregnancy, pancreatectomy patients); or
c) Type 2 diabetes after there has been unacceptable hypoglycaemic events with a 3 month trial of an insulin regimen; or
d) Type 2 diabetes who require insulin therapy and who require assistance from a carer or healthcare professional to administer
their insulin injections.

A Inj 100 U PEr Ml 10 ME wooveeircieeiieeees e enssns X 1 v/ Lantus

A Inj 100 U PEr Ml B ML oo eess e . 5 v/ Lantus

A Inj 100 u per ml, 3 ml disposable pen .. 5 v/ Lantus SoloStar
Insulin - Rapid Acting Preparations

INSULIN ASPART

A [nj 100 u per ml, 3ml 5 v/ NovoRapid Pen