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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 six members appointed by the Minister of Health. All decisions relating to PHARMAC’s
operation are made by or under the authority of the Board. More information on the Board can be found at www.pharmac.govt.nz
The functions of PHARMAC are set out in section 48 of the Act. PHARMAC is required to perform these functions within the amount
of funding provided to it and in accordance with its statement of intent and any directions given by the Minister (Section 103 of the
Crown Entities Act). The Government has agreed that PHARMAC will assume responsibility for the assessment, prioritisation
and procurement of medical devices on behalf of DHBs. Medical devices come within the definition of Pharmaceuticals in the
Act. PHARMAC is assuming responsibility for procurement of some medical devices categories immediately, as a first step to full
PHARMAC management of these categories within the Pharmaceutical Schedule.

Decision Criteria
PHARMAC takes into account the following criteria when considering amendments to the Schedule:
a) the health needs of all eligible people within New Zealand;

b) the particular health needs of Maori and Pacific peoples;

the availability and suitability of existing medicines, therapeutic medical devices and related products and related things;

the clinical benefits and risks of pharmaceuticals;

the cost-effectiveness of meeting health needs by funding pharmaceuticals rather than using other publicly funded health

and disability support services;

f) the budgetary impact (in terms of the pharmaceutical budget and the Government’s overall health budget) of any changes
to the Schedule;

g) the direct cost to health service users;

h) 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

i) such other criteria as PHARMAC thinks fit. PHARMAC will carry out appropriate consultation when it intends to take any
such “other criteria” into account.

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 chair of PTAC sits with the PHARMAC Board in an advisory capacity.

Contact PTAC C/-PTAC Secretary, Pharmaceutical Management Agency, PO Box 10 254, WELLINGTON 6143, Email: PTAC @pharmac.gow

e
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PTAC Subcommittees

PTAC has subcommittees from which it can seek specialist advice in relation to funding applications. PTAC may seek advice from
one or more subcommittees in relation to a funding application, or may make recommendations to PHARMAC without seeking the
advice of a subcommittee:

Analgesic Subcommittee Haematology Subcommittee Reproductive and Sexual Health
Anti-Infective Subcommittee Hospital Pharmaceuticals Subcommittee Subcommittee

Cancer Treatments Subcommittee  Immunisation Subcommittee Respiratory Subcommittee
Cardiovascular Subcommittee Mental Health Subcommittee Rheumatology Subcommittee
Dermatology Subcommittee Neurological Subcommittee Special Foods Subcommittee
Diabetes Subcommittee Ophthalmology Subcommittee Transplant Immunosuppressants
Endocrinology Subcommittee Pulmonary Arterial Hypertension Subcommittee
Gastrointestinal Subcommittee Subcommittee

PTAC also has a Tender Medical Evaluation Subcommittee to provide advice on clinical matters relating to PHARMAC's annual
multi-product tender and other purchasing strategies. Current membership of PTAC’s subcommittees can be found on PHARMAC'’s
website: http://www.pharmac.health. nz/about/committees/ptac




Named Patient Pharmaceutical Assessment policy

Named Patient Pharmaceutical Assessment (NPPA) provides a mechanism for individual patients to receive funding for medicines
not listed in the Pharmaceutical Schedule (either at all or for their clinical circumstances). PHARMAC will assess applications that
meet the prerequisites according to its Decision Criteria before deciding whether to approve applications for funding. The Decision
Criteria will be used to assess both the individual clinical circumstances of each NPPA applicant, and the implications of each NPPA
funding decision on PHARMAC's ability to carry out its legislative functions.

For more information on NPPA, or to apply, visit the PHARMAC website at http://www.pharmac.health.nz/tools- resources/forms/named-
patient-pharmaceutical-assessment-nppa-forms, or call the Panel Coordinators at (04) 9167553 or (04) 9167521.

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 and any access conditions that may apply;
o the Hospital Pharmaceuticals that may be used in DHB Hospitals, as well as any access conditions that may apply; and
o the Pharmaceuticals,including Medical Devices, used in DHB Hospitals 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 or other Pharmaceuticals, including Medical Devices, used in DHB Hospitals, since
that will depend on any rebate and other arrangements PHARMAC has with the supplier and, for some Hospital Pharmaceuticals, or
other Pharmaceuticals, including Medical Devices, used in DHB Hospitals, on any logistics arrangements put in place by individual
DHB Hospitals.

Finding Information in Section H
Section H lists Pharmaceuticals that can be used in DHB Hospitals, and is split into the following parts:

e Part | lists the rules in relation to use of Pharmaceuticals by DHB Hospitals.

o Part |l lists Hospital Pharmaceuticals that are funded for use in DHB Hospitals. These are classified based on the Anatomi-
cal Therapeutic Chemical (ATC) system used for Community Pharmaceuticals. It also provides information on any National
Contracts that exist, and an indication of which products have Hospital Supply Status (HSS).

e Part lll lists Optional Pharmaceuticals for which National Contracts exist, and DHB Hospitals may choose to fund. 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 Limit
(DV Limit).

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

Glossary

Units of Measure

GIRAM s G MICIOgram.......ccvveemeemeeeerenernerenens meg  MIlimole. ..o, mmol
kilogram.... kg milligram 1T u
international Unit...........cocvevrrereirennns iu millilitre

Abbreviations

application ..........cvereeneereineeneeneen. app  enteric coated........oourreriererernnnns EC  ointment.....coonncnenciieinins i
CAPSUIE ... cap granules....... grans SOIULON oo
cream.... injection ... ceeedNj suppository

dispersible .........cocvrrcrneriireinens disp linctus tablEt ..o
effervescent ..o eff HINCHUNE oot
EMUISION .ot emul

HSS  Hospital Supply Status (Refer to Rule 20)




Example

Generic name
listed by
therapeutic group
and subgroup

Indicates only
presentation B1 is
Restricted

From 1 January 2012
to 30 June 2014, at
least 99% of the total
volume of this item
purchased must be
Brand C

Standard national
price excluding GST

Form and strength

_ Guide to Section H listings

ANATOMICAL HEADING -

Price Per Brand or
(ex man. Excl. GST) Generic
$ Manufacturer
THERAPEUTIC HEADING
CHEMICAL A - Restricted see terms below
§-Presentatiol 100 Brand A
= Restricted
Only for use in children under 12 years of age
CHEMICAL B - Some items restricted see terms below
§ Presentation B1........cccooveviiiiiiiccccee 1,589,00 1 Brand B1
Presentation B2 e.g. Brand B2
= Restricted
Oncologist or haematologist
CHEMICAL C
Presentation C—-1% DV Limit Jan-12
10204 T e 15.00 28 Brand C
CHEMICAL D - Restricted see terms below
§ Presentation D -1% DV Limit Mar-13
102014, L 38.65 500 Brand D
= Restricted
Limited to five weeks’ treatment
Either:
1 For the prophylaxis of venous thromboembolism following a total hip
replacement; or
2 For the prophylaxis of venous thromboembolism following a total knee
replacement.
CHEMICAL-E
Presentation E e.g. Brand E
t Item restricted (see above); ¥ Item restricted (see below)
Products with Hospital Supply Status (HSS) are in bold

Brand or
manufacturer’s
name

Product with
Hospital Supply
Status (HSS)

Quantity the Price
applies to

Not a contracted
product




PART I: GENERAL RULES .

INTRODUCTION

Section H contains general rules that apply, and other information relating, to Hospital Pharmaceuticals and Optional Pharmaceu-
ticals.

Where relevant, Section H shows the Price at which a Pharmaceutical can be purchased directly from the Pharmaceutical supplier
by DHBs, providers of logistics services, wholesalers or other such distributors, or Contract Manufacturers.

The Price is determined via contractual arrangements between PHARMAC and the relevant Pharmaceutical supplier. Where a
Pharmaceutical is listed in Part Il of Section H, but no Price and/or brand of Pharmaceutical is indicated, each DHB may purchase
any brand and/or pay the price that the DHB negotiates with the relevant Pharmaceutical supplier.

As required by section 23(7) of the Act, in performing any of its functions in relation to the supply of Pharmaceuticals, a DHB must
not act inconsistently with the Pharmaceutical Schedule.

INTERPRETATION AND DEFINITIONS

1 Interpretation and Definitions
1.1 Inthis Schedule, unless the context otherwise requires:

“Act”, means the New Zealand Public Health and Disability Act 2000.
“Combined 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 circumstances.
“Community”, means any setting outside of a DHB Hospital.
“Community Pharmaceutical”, means a Pharmaceutical listed in Sections A to G or | of the Pharmaceutical
Schedule that is subsidised by the Funder from the Combined Pharmaceutical Budget and, for the purposes of this
Section H, includes Pharmaceutical Cancer Treatments (PCTs).
“Contract Manufacturer”, means a manufacturer or a supplier that is a party to a contract with the relevant DHB
Hospital to compound Pharmaceuticals, on request from that DHB Hospital.
“Designated Delivery Point”, means at a DHB Hospital’s discretion:

a) adelivery point agreed between a Pharmaceutical supplier and the relevant DHB Hospital, to which delivery
point that Pharmaceutical supplier must supply a National Contract Pharmaceutical directly at the Price;
and/or

b) any delivery point designated by the relevant DHB Hospital or PHARMAC, such delivery point being within
30 km of the relevant Pharmaceutical supplier’s national distribution centre.

“DHB”, means an organisation established as a District Health Board by or under Section 19 of the Act.

“DHB Hospital”, means a hospital (including community trust hospitals) and/or an associated health service that
is funded by a DHB including (but not limited to) district nursing services and child dental services.

“DV Limit”, means, for a particular National Contract Pharmaceutical with HSS, the National DV Limit or the
Individual DV Limit.

“DV Pharmaceutical”, means a discretionary variance Pharmaceutical that does not have HSS but is used in
place of one that does. Usually this means it is the same chemical entity, at the same strength, and in the same
or a similar presentation or form, as the relevant National Contract Pharmaceutical with HSS. Where this is not the
case, a note will be included with the listing of the relevant Hospital Pharmaceutical.

“Extemporaneously Compounded Product”, means a Pharmaceutical that is compounded from two or more
Pharmaceuticals, for the purposes of reconstitution, dilution or otherwise.

“First Transition Period”, means the period of time after notification that a Pharmaceutical has been awarded
HSS and before HSS is implemented.

“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.

“Give”, means to administer, provide or dispense (or, in the case of a Medical Device, use) a Pharmaceutical, or
to arrange for the administration, provision or dispensing (or, in the case of a Medical Device, use) of a Pharma-
ceutical, and “Given” has a corresponding meaning.

“Hospital Pharmaceuticals”, means the list of Pharmaceuticals set out in Section H Part Il of the Schedule which
includes some National Contract Pharmaceuticals.

“HSS”, stands for hospital supply status, which means the status of being the brand of the relevant National Con-
tract Pharmaceutical that DHBs are obliged to purchase, subject to any DV Limit, for the period of hospital supply,
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as awarded under an agreement between PHARMAC and the relevant Pharmaceutical supplier. Pharmaceuticals
with HSS are listed in Section H in bold text.
“Indication Restriction”, means a limitation placed by PHARMAC on the funding of a Hospital Pharmaceutical
which restricts funding to treatment of particular clinical circumstances.
“Individual DV Limit”, means, for a particular National Contract Pharmaceutical with HSS and a particular DHB
Hospital, the discretionary 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 National Contract Pharmaceutical.
“Local Restriction”, means a restriction on the use of a Pharmaceutical in specific DHB Hospitals on the basis of
prescriber type that is implemented by the relevant DHB in accordance with rule 7.
“Medical Device”, has the meaning set out in the Medicines Act 1981.
“Named Patient Pharmaceutical Assessment Advisory Panel”, means the panel of clinicians, appointed by
the PHARMAC Board, that is responsible for advising PHARMAC, in accordance with its Terms of Reference, on
Named Patient Pharmaceutical Assessment applications and any Exceptional Circumstances renewal applications
submitted after 1 March 2012.
“National Contract”, means a contractual arrangement between PHARMAC and a Pharmaceutical supplier which
sets out the basis on which any Pharmaceutical may be purchased for use in a DHB Hospital, including an agree-
ment as to a national price.
“National Contract Pharmaceutical”, means a brand of Pharmaceutical listed in Section H, where PHARMAC
has entered into contractual arrangements with the relevant Pharmaceutical supplier that specify the terms and
conditions of listing, including the Price. Such Pharmaceuticals are recognisable in Section H because the relevant
listing identifies the brand and Price.
“National DV Limit”, means, for a particular National Contract Pharmaceutical with HSS, the discretionary vari-
ance limit, being the specified percentage of the Total Market Volume up to which all DHB Hospitals may collectively
purchase DV Pharmaceuticals of that National Contract Pharmaceutical.
“Optional Pharmaceuticals”, means the list of National Contract Pharmaceuticals set out in Section H Part Ill of
the Schedule.
“PHARMAC”, means the Pharmaceutical Management Agency established by Section 46 of the Act.
“Pharmacode”, means the six or seven digit identifier assigned to a Pharmaceutical by the Pharmacy Guild
following application from a Pharmaceutical supplier.
“Pharmaceutical”, means a medicine, therapeutic medical device, or related product or related thing listed in
Sections B to | of the Schedule.
“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 fund for use in
their DHB hospitals, and/or in association with outpatient services provided by their DHB Hospitals, in relation to
the treatment of cancers.
“Prescriber Restriction”, means a restriction placed by PHARMAC on the funding of a Pharmaceutical on the
basis of prescriber type (and where relevant in these rules, includes a Local Restriction).
“Price”, means the standard national price for a National Contract Pharmaceutical, and, unless agreed otherwise
between PHARMAC and the Pharmaceutical supplier, includes any costs associated with the supply of the Na-
tional Contract Pharmaceutical to, at a DHB Hospital’s discretion, any Designated Delivery Point, or to a Contract
Manufacturer (expressly for the purpose of compounding), but does not include the effect of any rebates which may
have been negotiated between PHARMAC and the Pharmaceutical supplier.
“Restriction”, means a limitation, put in place by PHARMAC or a DHB, restricting the funding of a Pharmaceutical
and includes Indication Restrictions, Local Restrictions and Prescriber Restrictions (as defined in this Part | of
Section H).
“Schedule”, means this Pharmaceutical Schedule and all its sections and appendices.
“Special Authority Approval”, means an approval for funding of a Community Pharmaceutical that is marked in
Sections B-G of the Schedule as being subject to a Special Authority restriction.
“Total Market Volume”, means, for a particular Hospital Pharmaceutical with HSS in any given period, in accor-
dance with the data available to PHARMAC, the sum of:

a) the total number of Units of the relevant Hospital Pharmaceutical with HSS purchased by all DHB Hospitals,

or by a particular DHB Hospital in the case of the Individual DV Limit; and
b) the total number of Units of all the relevant DV Pharmaceuticals purchased by all DHB Hospitals, or by a
particular DHB Hospital in the case of the Individual DV Limit.
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“Unapproved Indication”, means, for a Pharmaceutical, an indication for which it is not approved under the
Medicines Act 1981. Clinicians 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 rule
23.

“Unit”, means an individual unit of a Pharmaceutical (e.g. a tablet, 1 ml of an oral liquid, an ampoule or a syringe).
“Unlisted Pharmaceutical”, means a Pharmaceutical that is within the scope of a Hospital Pharmaceutical, but is
not listed in Section H Part I.

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
regulation, Order in Council, and other instrument from time to time issued or made under, that legislation.

HOSPITAL SUPPLY OF PHARMACEUTICALS

2 Hospital Pharmaceuticals
2.1 Section H Part Il contains the list of Hospital Pharmaceuticals that must be funded by DHB Hospitals. Section H
Part Il does not currently encompass the following categories of pharmaceuticals:
a) Medical Devices;
) whole or fractionated blood products;
) diagnostic products which have an ex vivo use, such as pregnancy tests and reagents;
) disinfectants and sterilising products, except those that are to be used in or on a patient;
) foods and probiotics;
) radioactive materials;
g) medical gases; and
h) parenteral nutrition.
Subject to rule 2.2, the funding of pharmaceuticals identified in a)-h) above is a decision for individual DHB Hospi-
tals.

2.2 Section H Part Il lists Optional Pharmaceuticals that PHARMAC and the relevant Pharmaceutical supplier have
entered into contractual arrangements for the purchase of, including an agreement on a national price and other
obligations such as HSS. DHB Hospitals may choose whether or not to fund the Optional Pharmaceuticals listed in
Part IIl of Section H, but if they do, they must comply with any National Contract requirements.

2.3 Section H Part Il does not encompass the provision of pharmaceutical treatments for DHB Hospital staff as part of
an occupational health and safety programme. DHB Hospitals may choose whether or not to fund pharmaceutical
treatments for such use, but if they do, they must comply with any National Contract requirements.

3 DHB Supply Obligations

3.1 In accordance with section 23(7) of the Act, in performing any of its functions in relation to the supply of phar-
maceuticals, a DHB must not act inconsistently with the Pharmaceutical Schedule, which includes these General
Rules.

3.2 DHB Hospitals are not required to hold stock of every Hospital Pharmaceutical listed in Section H Part Il, but they
must Give it within a reasonable time if it is prescribed.

3.3 DHB Hospitals are able to hold stock of an Unlisted Pharmaceutical if doing so is considered necessary for the
DHB Hospital to be able to Give the Unlisted Pharmaceutical in a timely manner under rules 11-17 inclusive.

3.4 Except where permitted in accordance with rule 11, DHBs must not Give:

a) an Unlisted Pharmaceutical; or
b) a Hospital Pharmaceutical outside of any relevant Restrictions.

- D QO O T

4 Funding
4.1 The purchase costs of Hospital Pharmaceuticals or Optional Pharmaceuticals administered, provided or dispensed
by DHB Hospitals must be funded by the relevant DHB Hospital from its own budget, with the exception of:

a) Pharmaceutical Cancer Treatments;

b) Community Pharmaceuticals that have been brought to the DHB hospital by the patient who is being treated
by outpatient Services or who is admitted as an inpatient;

c) Community Pharmaceuticals that have been dispensed to a mental health day clinic under a Practitioner’s
Supply Order; and
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d) Unlisted Pharmaceutical that have been brought to the DHB Hospital by the patient who is admitted as an
inpatient.
4.2 For the avoidance of doubt, Pharmaceutical Cancer Treatments and Community Pharmaceuticals are funded
through the Combined Pharmaceutical Budget, and Unlisted Pharmaceuticals are funded by the patient.

LIMITS ON SUPPLY

5 Prescriber Restrictions
5.1 A DHB Hospital may only Give a Hospital Pharmaceutical that has a Prescriber Restriction if it is prescribed:
a) by a clinician of the type specified in the restriction for that Pharmaceutical or, subject to rule 5.2, pursuant
to a recommendation from such a clinician;
b) in accordance with a protocol or guideline that has been endorsed by the DHB Hospital; or
c) in an emergency situation, provided that the prescriber has made reasonable attempts to comply with rule
5.1(a) above. If on-going treatment is required (i.e. beyond 24 hours) subsequent prescribing must comply
with rule 5.1(a).
5.2 Where a Hospital Pharmaceutical is prescribed pursuant to a recommendation from a clinician of the type specified
in the restriction for that Pharmaceutical:
a) the prescriber must consult with a clinician of the type specified in the restriction for that Pharmaceutical; and
b) the consultation must relate to the patient for whom the prescription is written; and
the consultation may be in person, by telephone, letter, facsimile or email; and
appropriate records are kept of the consultation, including recording the name of the advising clinician on
the prescription/chart.
5.3 Where a clinician is working under supervision of a consultant who is of the type specified in the restriction for that
Pharmaceutical, the requirements of rule 5.2 can be deemed to have been met.
6 Indication Restrictions
6.1 A DHB Hospital may only Give a Hospital Pharmaceutical that has an Indication Restriction, if it is prescribed for
treatment of a patient with the particular clinical circumstances set out in the Indication Restriction.
6.2 If a patient has a current Special Authority Approval for the Hospital Pharmaceutical that the DHB Hospital wishes
to Give, then the Indication Restriction is deemed to have been met.
6.3 If a Hospital Pharmaceutical has an Indication Restriction that is “for continuation only” then the DHB Hospital
should only Give the Hospital Pharmaceutical where:
a) the patient has been treated with the Pharmaceutical in the Community; or
b) the patient is unable to be treated with an alternative Hospital Pharmaceutical, and the prescriber has ex-
plained to the patient that the Pharmaceutical is not fully subsidised in the Community.
7 Local Restrictions
7.1 A DHB Hospital may implement a Local Restriction, provided that:
a) in doing so, it ensures that the Local Restriction does not unreasonably limit funded access to the Hospital
Pharmaceutical or undermine PHARMAC's decision that the Hospital Pharmaceutical must be funded;
b) it provides PHARMAC with details of each Local Restriction that it implements; and
7.2 PHARMAC may, when it considers that a Local Restriction does not conform to rule 7.1 above, require a DHB to
amend or remove that Local Restriction.
8 Community use of Hospital Pharmaceuticals
8.1 Except where otherwise specified in Section H, DHB Hospitals can Give any Hospital Pharmaceutical to a patient
for use in the Community, provided that:
a) the quantity does not exceed that sufficient for up to 30 days’ treatment, unless:
i) it would be inappropriate to provide less than the amount in an original pack; or
i) the relevant DHB Hospital has a Dispensing for Discharge Policy and the quantity dispensed is in
accordance with that policy; and
b) the Hospital Pharmaceutical is supplied consistent with any applicable Restrictions.
9 Community use of Medical Devices
9.1 Subject to rules 9.2 and 9.3, DHB Hospitals may Give a Medical Device for patients for use in the Community.
9.2 Where a Medical Device (or a similar Medical Device) is a Community Pharmaceutical, the DHB Hospital must
supply:
a) the brand of Medical Device that is listed in Sections A-G of the Schedule; and

c
d
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b) only to patients who meet the funding eligibility criteria set out in Sections A-G of the Schedule.
9.3 Where a DHB Hospital has supplied a Medical Device to a patient; and
a) that Medical Device (or a similar Medical Device) is subsequently listed in Sections A-G of the Schedule; and .
b) the patient would not meet any funding eligibility criteria for the Medical Device set out in Sections A-G of the
Schedule; and
c) the Medical Device has consumable components that need to be replaced throughout its usable life; then
DHB Hospitals may continue to fund consumable products for that patient until the end of the usable life of the
Medical Device. At the end of the usable life of the device, funding for a replacement device must be consistent with
the Pharmaceutical Schedule and/or in accordance with the Named Patient Pharmaceutical Assessment policy.
9.4 DHB Hospitals may also continue to fund consumable products, as in rule 9.3 above, in situations where the DHB
has been funding consumable products but where the Medical Device was funded by the patient.
10 Extemporaneous Compounding
10.1 A DHB Hospital may Give any Extemporaneously Compounded Product for a patient in its care, provided that:
a) all of the component Pharmaceuticals of the Extemporaneously Compounded Product are Hospital Pharma-
ceuticals; and
b) the Extemporaneously Compounded Product is supplied consistent with any applicable rules or Restrictions
for its component Hospital Pharmaceuticals.
10.2 For the avoidance of doubt, this rule 10.1 applies to any Extemporaneously Compounded Product, whether it is
manufactured by the DHB Hospital or by a Contract Manufacturer.

EXCEPTIONS

11 Named Patient Pharmaceutical Assessment
11.1 A DHB Hospitals may only Give:
a) an Unlisted Pharmaceutical; or
b) a Hospital Pharmaceutical outside of any relevant Restrictions,
in accordance with the Named Patient Pharmaceutical Assessment Policy or rules 12-17 inclusive.
12 Continuation
12.1 Where a patient’s clinical circumstances have been stabilised via treatment in the Community with a pharmaceutical
that has not been funded by the Funder, and that patient is admitted to hospital as an inpatient, a DHB Hospital
may fund that pharmaceutical for the duration of the patient’s stay, where:

a) the patient has not brought (or cannot arrange to bring) the pharmaceuticals to the DHB Hospital, or phar-
macy staff consider that the pharmaceuticals brought to the DHB Hospital by the patient cannot be used;
and

b) interrupted or delayed treatment would have significant adverse clinical consequences; and

c) itis not considered appropriate to switch treatment to a Hospital Pharmaceutical.

13 Pre-Existing Use
13.1 Subject to 13.2, where a DHB Hospital has Given a pharmaceutical for a patient prior to 1 July 2013, and the
pharmaceutical:

a) is an Unlisted Pharmaceutical; or

b) treatment of the patient would not comply with any relevant Restrictions;

the DHB Hospital may continue to Give that pharmaceutical if it is considered that there would be significant adverse
clinical consequences from ceasing or switching treatment.
13.2 Each DHB Hospital must, by no later than 1 October 2013, provide PHARMAC with a report on pharmaceuticals it
has Given in accordance with this rule 13 where treatment has continued beyond 1 August 2013.
14 Clinical Trials and Free Stock
14.1 DHB Hospitals may Give any pharmaceutical that is funded by a third party and is being used:
14.1.1 as part of a clinical trial that has Ethics Committee approval; or
14.1.2 for on-going treatment of patients following the end of such a clinical trial.
14.2 DHB Hospitals may Give any pharmaceutical that is provided free of charge by a supplier, provided that the phar-
maceutical is provided as part of a programme of which the DHB, or supplier, has notified PHARMAC.
15 Pharmaceutical Cancer Treatments in Paediatrics
DHB Hospitals may Give any pharmaceutical for use within a paediatric oncology/haematology service for the treatment of
cancer.
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16 Other Government Funding
DHB Hospitals may Give any pharmaceutical where funding for that pharmaceutical has been specifically provided by a
Government entity other than PHARMAC or a DHB.
17 Other Exceptions
17.1 PHARMAC may also approve the funding of a pharmaceutical within a single DHB Hospital for information gathering
purposes or otherwise related to PHARMAC's decision-making process for considering additions to or amendments
to the Pharmaceutical Schedule.
17.2 Funding approvals granted under rule 17.1 will be subject to specific limitations on use as determined appropriate
by PHARMAC in each circumstance, in consultation with the relevant DHB Hospital and/or DHB.

NATIONAL CONTRACTING

18 Hospital Pharmaceutical Contracts
18.1 A DHB Hospital may enter into a contract for the purchase of any Pharmaceutical,including any Medical Device,
that it is entitled to fund in accordance with this Schedule H and that is not a National Contract Pharmaceutical,
provided that such a contract:
a) does not oblige the relevant DHB Hospital to purchase a volume of that Pharmaceutical, if that Pharmaceu-
tical is a DV Pharmaceutical, that is greater than the relevant DV Limit;
enables PHARMAC to access and use future price and volume data in respect of that Pharmaceutical; and
enables the relevant DHB Hospital to terminate the contract or relevant parts of the contract in order to give
full effect to the National Contract on no more than 3 months’ written notice to the Pharmaceutical supplier.
18.2 From 1 July 2013, where a DHB Hospital has a pre-existing supply contract for a particular brand of chemical entity
for which there is a National Contract Pharmaceutical, the DHB may continue purchasing the chemical entity in
accordance with its pre-existing supply contract however:
a) from the day its pre-existing supply contract expires, that DHB Hospital is to purchase the relevant National
Contract Pharmaceutical listed in Section H at the Price, and is to comply with any DV Limits for the National
Contract Pharmaceutical where it has HSS;
b) if purchase of the relevant National Contract Pharmaceutical listed in Section H at the Price, where it has
HSS, would not cause the relevant DHB Hospital to be in breach of its pre-existing supply contract for a
particular brand of chemical entity; the DHB Hospital must purchase the National Contract Pharmaceutical.
18.3 Following written notification from PHARMAC that a Pharmaceutical is a National Contract Pharmaceutical, either
through Section H updates or otherwise, DHB Hospitals must, unless PHARMAC expressly notifies otherwise:
a) take any steps available to them to terminate pre-existing contracts or relevant parts of such a contract, and
b) not enter any new contracts or extend the period of any current contracts, for the supply of that National
Contract Pharmaceutical or the relevant chemical entity or Medical Device.
19 National Contract Pharmaceuticals
19.1 DHB Hospitals must take all necessary steps to enable any contracts between PHARMAC and a Pharmaceutical
supplier in relation to National Contract Pharmaceuticals to be given full effect.
19.2 The contractual arrangement between PHARMAC and the relevant supplier of a National Contract Pharmaceutical
requires it to be made available for purchase at the relevant Price by any or all of the following:
a) DHB Hospitals at Designated Delivery Points; and/or
b) Contract Manufacturers (expressly for the purpose of compounding).
In the case of Medical Devices, a National Contract may require the Medical Device to be purchased by, and/or supplied
to, a third party logistics provider.
20 Hospital Supply Status (HSS)
20.1 The DV Limit for any National Contract Pharmaceutical which has HSS is set out in the listing of the relevant
National Contract Pharmaceutical in Section H, and may be amended from time to time.
20.2 If a National Contract Pharmaceutical is listed in Section H as having HSS, DHB Hospitals:
a) are expected to use up any existing stocks of DV Pharmaceuticals during the First Transition Period;
b) must not purchase DV Pharmaceuticals in volumes exceeding their usual requirements, or in volumes ex-
ceeding those which they reasonably expect to use, within the First Transition Period;
must ensure that Contract Manufacturers, when manufacturing an Extemporaneously Compounded Product
on their behalf, use the National Contract Pharmaceutical with HSS; and
must purchase the National Contract Pharmaceutical with HSS except:
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i) to the extent that the DHB Hospital may use its discretion to purchase a DV Pharmaceutical within
the DV Limit, provided that (subject to rule 20.2(d)(iii) below) the DV Limit has not been exceeded
nationally;

ii) if the Pharmaceutical supplier fails to supply that National Contract Pharmaceutical, in which case the
relevant DHB Hospital does not have to comply with the DV Limit for that National Contract Pharma-
ceutical during that period of non-supply (and any such month(s) included in a period of non-supply
will be excluded in any review of the DV Limit in accordance with rule 20.3 below);

iii) that where the DV Limit has been exceeded nationally, the DHB Hospital may negotiate with the Phar-
maceutical supplier that supplies the National Contract Pharmaceutical with HSS for written permis-
sion to vary the application of that DHB Hospital’s Individual DV Limit for any patient whose exceptional
needs require a DV Pharmaceutical.

20.3 PHARMAC may, in its discretion, for any period or part period:

a) review usage by DHB Hospitals of the National Contract Pharmaceutical and DV Pharmaceuticals to deter-
mine whether the DV Limit has been exceeded; and

b) audit compliance by DHB Hospitals with the DV Limits and related requirements.

20.4 PHARMAC will address any issues of non-compliance by any individual DHB or DHB Hospital with a DV Limit by:

a) obtaining the relevant DHB or DHB Hospital’'s assurance that it will comply with the DV Limit for that National
Contract Pharmaceutical with HSS in the remainder of the applicable period and any subsequent periods;
and

b) informing the relevant supplier of the HSS Pharmaceutical of any individual DHB or DHB Hospital’s non-
compliance with the DV Limit for that HSS Pharmaceutical.

20.5 In addition to the steps taken by PHARMAC under rule 20.4 above to address any issues of non-compliance by any
individual DHB or DHB Hospital with a DV Limit, the relevant Pharmaceutical supplier may require, in its discretion,
financial compensation from the relevant DHB or DHB Hospital:

a) an amount representing that DHB or DHB Hospital’s contribution towards exceeding the DV Limit (where
PHARMAC is able to quantify this based on the information available to it); or
b) the sum of $1,000 or $5,000 (depending on the terms of the applicable national contract applying to the HSS
Pharmaceutical),
whichever is the greater as between sub-paragraphs (a) and (b) within the number of business days specified in
the notice from the Pharmaceutical supplier requiring such payment to be made.
21 Collection of rebates and payment of financial compensation

21.1 Following the receipt of any rebates from a Pharmaceutical supplier in respect of a particular National Contract
Pharmaceutical, PHARMAC will notify each relevant DHB and DHB Hospital of the amount of the rebate owing to
it, being a portion of the total rebate determined by PHARMAC on the basis of that DHB Hospital’s usage of that
National Contract Pharmaceutical, where this is able to be determined. Where data to determine individual DHB
Hospita