Appendix 1

Provisional Agreemént between PHARMAC and Mundipharma New Zealand
Limited
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17 May 2005

Chandra Selvadurai

Co-Chief Executive Officer

Pharmaca NZ Lid s agert for Mundipharma New Zealand Limited
PO Box 4073

AUCKLAND

Dear Chandra

TERMS OF LISTING OF OXYCODONE HYDROCHLORIDE ON THE PHARMACEUTICAL
SCHEDULE

PHARMAC agrees to:

* list in Section B of the Pharmaceudical Schedule, with effect from {or, i the case of 5 mg
controlled-release tablets, no earber than) 1 August 2008, the pharmaceutical oxycodone
hydrochloride (under the brand name OxyContin, as supplied by you in the form and strengths
set outin Annex One;

. list In Saction B of the Pharmaceutical Schedule, with effact from 1 August 2005, the
pharmaceutical oxycodone hydrochloride (under the brand name OxyNorm), as supplied by you
in the form and strengths set out in Annex Q!ne;

J list in Section H of the Pharmaceulical Schedule, with effect from (or, in the case of 5 mg
controlled-release tablets, no earlier than) 1 August 2008, the phanmaceutical oxycodone
hydrochloride (under the brand name OxyContin), as supplied by you iry the form and strengths
sef oul In Annex Qnie; and :

. list in Section H of the Pharmaceutical Schedule, with effect from 1 August 20085, the
pharmacautical oxycodone hydiochloride (under the brand name OxyNorm), as supplied by you
in the form and strengths set out in Annex Onpe,

on the tetme set out in thie Jetter and the attached Annexes (togsther forming this "Agreement”).
In this Agreement:

. “Funder”, being 2 tern used In this Agreement in refation ta the subsidising of community
pharmaceuticals, means the body or bodies respansible, pursuant to the New Zealand Public
Heaith and Digability Act 2000, for the funding of pharmaceuwticals isted in Sectlons A to G of the
Pharmaceutical Schedule (which may be one or mare District Health Boards and/or the Ministry of
Health) and their successors;

s "Pharmaceutical” means the pharmaceuticals described in Annex One, in the forms and
strengths set out In Annex One;

° "Section B’ means the relevant section or sections of the Pharmaceutical Schedute relating to
cormmunity pharmaceuticals;

» “Bection H" means the relevart section or sections of the Pharmaceutical Schedule relating to
haspltal pharmaosuticals; I @/
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v for a communily Pharmaceutical that is subsidised by the Funder, references to the “listing” of @
phammaceutical are to the lisling of that pharmaceutical on the Phanmaceutical Schedule (and
references to “list”, “listed", “delist", “dalisted”, and “delisting” are o be interpreted accordingly):
and

. for a hospital Pharmaceutical that can be purchased by DHB Hospitals, references o the “listing”
of a Pharmaceutical are to the listing of that Pharmaceutica!l in Section H of the Pharmagceutical
Schedule and are deermed to include any written nofification by PHARMAC of that Pharmaceutical
being the subject of a national supply conlract negotiated by PHARMAC on behalf of DHBs,
where such written notification is in advance of the actual listing of that Pharmaceutical in Section
H of the Pharmaceutical Schedule {and references to “list", “listed”, “delist”, “delistad”, and
“dedisting” are to be interprated accordingly).

Annexes
. Annex One describes each Pharmaceutical,
. Annex Two specifies the price at which each Pharmaceutical;
> listed in Section B of the Pharmaceutical Schedule Is to be supplied, or made available for
supply, by you to wholesalers and other such distributors, ane at which that Pharmaceuticat is

to be subsidised by the Funder, unless another price is defermined under Annex Three (A) or
Annex Four: and

¥ listed in Section M of the Phanmaceutical Schedule is to be supplied or soid, or made
available for supply or sele, by you fo, al a DHB's discretion, any Designated Delivery Points,
or Contract Manufacturers (expressly for the purpose of compounding), and at which that
Pharmaceutical can be purchased by DHB Hospitals, unless another price (s determined
under Annex Three (B8) or Annex Four.

A !
. Annex Three (A) specifies the standard terms of listing for eact Pharmaceutical listed In Section B
of the Phiarmaceuticat Schedule. '

. Anrtex Three (B) specifies the standard terms of fisting for each Pharmaceutical listed in Section
H of the Pharmaceutical Schedule.

» Annex Three (A) and Annex Three (8) apply independently and exclusively of each other to the
relevant Pharmaceutical, according to whether community or hospital sopply is being referred to.

- Anriex Four specifies the special terms of listing for each Pharmaceutical,

] The special terms in Annex Four are to prevail if they conflict with any other terms of this
Agreement,

P5-4-20 #0529 a
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Acceptance

To continm your acceptance of this Agreemaent, please sign and retum the attached copy to PHARMAL
by 12 praan 27 May 2008,

Yours faithiully?” Slgned and agreed by Mundipharma New
g
/ Zealand Limited by:

) ¢y e,
W‘%ﬁgﬂa McNee ( ‘,{ }, 0 5 et Q}i
Chief Exaoutive A {J’i"’l A ! L&
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ANNEX ONE

The Pharmaceutical means each of the following pharmaceuticals, individually or collectively, according
to the context:

Table One: New lisfing in Section B of the Pharmaceutical Schedule

Pharmaceutical Brand Form Strength Pack Size
Oxyeodong hydrochloride OxyContin Contrc:ggggalease 5my 20
. . Cantrolled-release
Oxyeodone hydrochlotide OxyContity tablets 10my 20
. Controlled-release
Oxycodone hydrachloride OxyContin 20mg 20
tablets
Oxyecodone hydrochloride OxyContin Contr(:ggfg{:fease 40mg 20
. . : Controlled-release .
Oxycodone hydrochlaride OxyContin tablets B0my 20
Oxycodone hydrochioride OxyNorm Capsules Smg 20
Oxyeudone hydrochioride QxyNestim Capsules 10rmngy 20
Oxycodone hydrachioride OxyNarrm Capsules 20mg 20
e
P5.4.20 #90529 4 C,ﬁ(
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Table Two: New listing in Section H of the Pharmaceutical Schedule

Pharmaceutical Brand Forry Sirength Pack Size

Oxycodone hydroshloride QxyCGortin Confrolled-release Smg 20
tablets

Oxycodaone hydrochloride OxyContin Conrolled-relesse 10mg 20
tablets

Oxyoodone hydrochloride OxyContin Conralled-rejease 20mg 20
tablets

. . Controlied-release “

Oxycudona hydrochloride OxyContin tablets 40my 20

Oxyeodone hydrachloride OxyContin Contralled-release 80y 20
tablels

Oxycodone hydrochioride OxyNorm Capsules Smg 20

Oxycodone hydrachioride OxyNorm | Capsules 10mg 20

Oxycodone hydrachloride OxyNorm Capsules 20my 20

For the purposes of this Agreement:

"OxyContin C5" applies fo the & mg per controlled-release teblet form of oxycodone hydrochloride in the
pack size referred to In Table One above in relation to community supply;

“OxyContin C10" applies to the 10 mg per contralled-release tablet form of oxycodone hydrachloride in
the pack size referred to in Table One above in relation to community supply;

“OxyContin C20" applies to the 20 mg per conirollet-release fablet form of oxycodone hydrachloride in
the pack size referred to in Table One above in relation to community supply:

“OxyContin G40" applies to the 40 mg per controlied-release tablet form of oxycodane hydrochloride in
the pack size referred to In Table One above in relation to community supply;

"QxyContin C80" applies to the 80 my per confrolied-release tablet form of oxycodone hydroehlorite in
the pack size referred to in Table One above In refation to community supply;

“OxyNorm 5" applies to the & myg per capsule form of oxycodene bydrochloride in the pack size
referred to in Table One above In relation to community supply;

“OxyNarm C10" applies to the 10 mg pur capsule form of oxycodone hydrochtoride in the pack size
referred to in Table One above in refotion to community supply; b

PE-4.20 #90529 ,
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"OxyNorm C20" applles to the 20 mg per capsule form of oxycodone hydrochloride in the pack size
referred to in Table One above in relation to community supply;

"OxyContin H5" applies to the B my per controlied-release tablet form of oxycodone hydrochloride in the
pack size referred to In Table Two above in relation to hospital supply;

“OxyContin H10" applies to the 10 mg per controlled-release tablet form of axycodone hydrochloride in
the pack size referred to in Table Two above in relation fo hospital supply:

"OxyContin H20" applies to the 20 mg per controlled-refease tablet form of oxycodone hydrochloride in
the pack size referred to in Table Two above in relation to haspital supply;

"QxyContin M40" applies tu the 40 mg per controlied-release tablet form of oxycodone hydrochloride in
the pack size referred to In Table Two above in relation to hogpital supply;

*OxyGContin H80" applies 1o the 80 my per controlled-retease tablet form of oxycodone hydrochloride in
the pack size referred to in Table Two above in relation to hospital supply;

‘OxyNorm HE" applies to the § mq per capstile form of oxycodong hydrochioride In the pack size
referred to It Table Two above in retation to hospital supply:

"OxyNeorm H10" applies to the 10 mg per capsuie form of oxycodone hydrochioride in the pack size
refarred to in Table Two above in relation to hospitat supply; and

“OxyNorm H20" applies to the 20 mg per capsule form of oxycodene hydrochiotide in the pack size
referred to in Table Two above in relation to hospital supply.

P5-4-20 #90529 5 &P
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ANNEX TWO
Price of Pharmacautical
Price
Presentation of Pharmaceutical (Exclusive of GST)
(BNZ)
OxyContin C8 7.61
OxyContin G10 11.14
QxyContin C20 18.93
OxyContin C40 33.29
OxyContin C80 N 68.03
OxyNorm C5 2.83
1
OxyNorm C10 5.58
OxyNarm C20 9,77
OxyContin H5 7.51
QxyCorttiy H10 11.14
OxyContin H20 18,93
OxyContin H40 3329
OxyContin H80 58.03
OxyNorm M8 283
OxyNorm H10 5,58
OxyNeorm H20 8.77
.
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ANNEX THREE (A)
General Terms of Listing on Pharmaceutical Schedule
1. Operating Policies and Procadures.
(a) You acknowledge thai:

{1 PHARMAC is required to pursue the abjectives, carry out the functions, ang
otherwise comply with the statutory obligations, prescribed for PHARMAC in the
New Zealand Public Health and Disability Act 2000;

(i) PHARMAC is subject to other statutory and public law obligations, which govern
PHARMAC's detision-making processes;

(i) PHARMAC has Operating Policies and Procedures ("OPPs"), which provide
guidance on the way in which PHARMAC carries out its statutory
responsibilities in relation to the menagement of the Pharmaceutical Schedule:

{iv) FHARMAC's OPPs may he amended or updated from time to fime, following
consultation with relevant groups;

V) the actions which PHARMAC may take under its OPP's include (without
limitation);

{A) listing new pharmaceuticals;

(8) changing guidelines or restrictions on the prescribing and dispensing of
listed prarmaceautioals;

{©) changing the subsidy levels for pharmaceuticals as a result of
FHARMAC adopting one of ihe strategies set out in the QRPs or by any
other means;

() amending the basls on which phermaceuticals are classified Into
therapeutic groups and sub-groups;

(&) delisting pharmaceuticals, or delisting all or part of 2 therapeutic group
or sub-group;

(vi) any action taken by PHARMAC pursuant to Its OPPs may impact on the Nsting
of a Pharmaceutical,

(b) PHARMAC agrees not to apply, amend or update its OPPs i1 order to avoid any of
PHARMAC's obligations under Annex Four of this Agreement.

N

Amendments to Fharmaceutical Schedule, PHARMAS will consult with you befare
amending the Pharmaceutical Sohedule If & proposed amendment would have & material
adverse effect on the listing of a Pharmaceutics,

3. Reference Price Reduction, If the reference price of the therapeutic sub-group In which a
Pharmaceutical is listed is reduced for any reason, then;

(&) the subsidy payable by the Funder for that Pharmaceutical is to be reduced, with
immediate effect, to an amount equal to the new reference price; and

o] the Pharmacsutical Schedule is to be amended scoardingly,

.
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Inthose clrcumnstances, you may éither.

(@) continue 1o supply that Pharmaceutical at the price it was supplied by you Inimediately
before the subsidy was reduced; or

(d) reduce the price al which that Pharmaceutical is supplled by you.

4, Supply Price. The price at which & Pharmaceutical is supplied by you mustnot exceed the
price set oul in Annex Two and, for the avaidance of doubt, if it does exceed the price set outin
Annex Twa that Is a breach of the Agreement,

5. Warranty that Not Less Than Cost Price, You warrant that the price at which you are
required to supply a Pharmaceutical under this Agreement is greater than the cost price of that
Pharmaceutical (incuding, without limitation, the costs of manufacturing that Pharmaceudical
and of supplying it to you for supply in New Zealand).

B. Confinuity of Supply.

(a) You must supply, and continue to supply, the Pharmaceudical(s) on the tarms set put in,
and in accordance with, this Agreement.

(b) You warrant that you have entered into confractual and other arrangements o the
extent necessary to ensure that you meet your obiigations under paragraph (a) above.
You therefore acknowledge that-any failure to meet these abligations that is attributable
{without limitation) {o; ’

(] any failure on the part of a person in the relevant Phrarmaceutical supply chain;
or

{it) any act or omission by a related enlity of yours,

is not considerad by PHARMAC to be a reason outside your contral for the purposes of
clauses 7 and & below.

7. Indermnity for Failure to Suppiy.

(&) You must natify PHARMAC in writing as soon as you have reasonable cause to belleve
that you will fait to supply & Pharmaceutical on the terms set out in, and In accordance
with, this Agreement,

(h) You agree 1o indemnify the Funder if for any reason you fail to supply 2 Pharmaceutical
on the terms set outin, and in accordance with, this Agreement (other than for reasons
FHARMAG conslders to ba wholly outside your cantrol), and (only in the case of any
nor-supply of @ Pharmaceutical) if PHARMAC considers that such failure will result in
the requirements of any patlents under thelr presariptions for the Pharmaceutical not
being met, This Indernnity covers all additional costs (including costs relating to securing
andfor subslidlsing, or increasing the subsidy far, a pharmaceutical of similar therapeutic
effect to that Pharmaceltical, or increasing the subsidy for a Pharmaceutical, additional
dispensing fees, and all actual legal expenses) incurred by the Funder (or by
PHARMAC an its behaif) as a result of your fallure to supply that Pharmaceutical In
accordancs with this Agreement,

(e} This clause confers a benefit on (and is enforceable by) the Funder in accordance with
the Contracts {Privity) Act 1982,

N
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Liguidated Damages.

(a)

(b)

(€

If you fall to supply a Pharmaceutical ont the terms set out in, and in sccordance with,
this Agreement (other than for reasons that PHARMAC considers to be wholly outside
your coritral), and (only in the case of any non-supply of a Pharmaceutical) if PHARMAC
considers that such failure will result in the requirements of any patients under their
prescriptions for the Phamaceutical not being met, and:

i you have nol niotified PHARMAGC Under clause 7(a) of Annex Three (A), then in
addition to your abligations under clause 7{b) of Annex Three (A), you rmust pay
to PHARMAC liquidated damages for the administrative, operationat and/or
loss of apportunity costs incurred by PHARMAC as a result of your faflure to
supply In the amount of $25,000 (plus GST) per Pharmacesutical in respect of
which you falled to notify PHARMAC; or

(i) you have notified PHARMAC under ¢lause 7(a) of Annex Three (A), then in
addition to your obligations under clause 7(by of Annex Three (A), you must pay
to PHMARMAC (on behalf of the Funder) Jiquidated damages, being a
contribution towards the administrative, operational andfor loss of opportunity
costs incurred by PHARMAC and the Funder as a resuli of your failure to
supply, in the amount of $5,000 per Pharmaceutical in respect of which you
notified PHARMAC.

You acknowletge and agree that:

{i) subject 1o the fact that only a contribution Is being sought where paragraph
{8)(ii) abave appliey, the amounts of liquidated damages in this clause
represent 8 reasonable estimale of the administrative, operational and the loss
of opportunily costs incurred by PHARMAC and the Funder (including the use
of staff and loss of opportunity as a result of use of staff tme, and
communication costs), thelestitmate being based on PHARMAC's and the
Funder's previaus experlence; and

(i) the amourils referred to as fiquidated damages are not intended to, and do not,
include any penalty element nor any amount for costs relating to securing
and/or subsidising, or increasing the subsidy for, a pharmaceutical of 3 similar
therapeutic effect fo that Pharmaceutieal, or Increasing the subsidy for a
Pharmaceutical, additional dispensing fees, and all dctual legal expenses.

Al amaounts referred to in this clause are plus GST (if any).

Default interest and Recovery Costs, If payment of any amount required to be paid by you
under clauses 7 or 8 of Annex Three (A} is not made by you, In full, by the due date for payment
of that amount as notified to you in writing by PHARMAC, then:

(@

(b)

interest will acorue on such sum as remains unpaid at a rate per annurm equat to the
business base rate of the ASE Bank Limited plus five percentage points, calculated and
compounded on a daily basis, from the due date until such time ag the sum due
(including Interest) is paid In full, This obligation ta pay default interest is to arlse
without the need for & notice or demand from PHARMAC for such default interest; and

PHARMAGC may take any action, including legal action, without first neading to
implement the dispute resolution procedurs comtained in dlause 16 below, to recover
{hat amount and you agree ta pay to PHARMAC astual snforcement costs Incurred in
telation to that action,

FHARMAG's Rights Reserved. If you fall to supply s Pharmaceutical on the terms set out in,
and in accotdance with, this Agreement {other than for reasons that PHARMAC cansiders to be

fre
106@

D3/20/705 FRI 09:14 [TX/RX NGO 79241




L0-HAY-2005  09:22AM  FROM-PHARMAC +B4 4 4604985 T-428  P.012/028  F-922

whally outside your control), and the benefit of this Agreement to the Funder I8 substantially
reduced as & resull, then:

{a) withaut limiting PHARMAC's rghts or your lizbilities and obligations under clauses 7
and B of Annex Three (A), PHARMAC may enter into negotiations, and alternative
supply arrangements, with other suppliers for the supply of a pharmaceutical of similer
therapeutic effect to that Pharmaceutical; and

{b) PHARMAC may, on 30 days’ wiitten nolice to you, delist that Pharmaceutical, provided
that if you have failed to supply that Pharmaceutical on the terms set oul in, and in
accordance with, this Agreament on more than one occasion then PHARMAGC may
delist that Pharmaceutical without needing to provide 30 days’ writteh notice o you.

Subject to paragraph {b) above, PHARMAC will not delist a Pharmaceuticat under this clause if,
within the 30 day notice period, you recommence supply of that Pharmaceutical, on the terms
set out In, and in accordance willy, this Agreement,

11, Consents, You warrtant thet you have, and will maintain, all consents (including Ministry of
Health market approval) nevessary for you to supply & Pharmaceutical In New Zealand for the
treatment of each indieation for which it is subsidised (each & “Congent”). if you are required by
the Minister or Ministry of Health or any other New Zeatand governmental authorily to recall a

. Pharmaceuticat or withdraw a Pharmaceutical from supply, whether tempararily of otherwise,
that will be deermed to be a failure to hold a Consent. If a Consent is not held by you or is
withdrawn, or a Pharmaceutical is no longsr approved for the treatinent of an indication for
which it is subsidised then: E

(&) PHARMAC is entitled to terminate this Agreement by 14 days’ written notice to you; and

(b} you acknowledge and agree that the provisions of clauses 7 and 8 of Annex Three (A)
are to apply. y

2. Chianged Medicine Notification, If the Minisiry of Health approves a changed medicine
notification for a Pharmaceutical, or for a variant of & Pharmaceutical:

(8) you must immediately notify PHARMAC; and
(b) PHARMAC may review:
0] the listing of, and subsidy payable for, the Pharmaceutical; and
(M whether the Funder will subsidise a veriant of that Pharmaceuticsl.

13, Confidentiality. Information refating to the terms of this Agresment, or any other information
exchanged during negotiation of this Agreement or otherwise, that is agreed In writing by both of
us as being confidential (“Confidential Information”) is confidential to us and our employees,
legal advisers and other consullants (inciuding the Pharmacology and Therapeutics Advisory
Commitiee and its sub-committees) and Funder employees (if applicable). You acknowledge
that it may be necessary or appropriate for PHARMAC to disciose Confidential Information:

(&) pursuznt to the Offictal Information Act 1982; or
b) in the course of consultation on this Agreement; or

() in publicly notifying any approval by the PHARMAC Baard of this Agreement; or
(d) otherwise pursuant to PHARMAC's public taw or any other legal obligations.

N
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- PHARMAC may consult with you before deciding whether to disclose Confidential lnformqtion
for the purposes described in paragraphs (a) to (d) above, in order to ascertain any objeclions
you may have to the disclosure of any of the Confidential Information. You acknowledge,
however, that it is for PHARMAC 1o decide, in its absolute discretlon, whether it is necessary or
apprapriate to disclose information for any of the above purposes, provided that PHARMAC
shall act in good faith in disclosing any Confidential Information. Outside the circurnstances
describad in paragraphs (a) to () above, Confidential Information must not be disclosed by
either of us (or by our employees, legal advisers and other consultants) unless:

(&) the information Is publicly available without any cause attributable to the disclosing
party. or

H the other party has been reasonably Informed prior to disclosure, and the disclosure is:
) for the purposes uf this Agreement; or
(i) requivet by iaw; or
(iiiy in & form, and of contert, agreed to by us,

For the avoidance of doubt:

{@) generalised aggregated Information regarding the Pharmaceutical(s) that does not
identify you, or that cannot reasonably be expected to identify you, is not Confidential
Inforrmation and PHARMAG may yse and publish such information as it sees fii;

(h) information released by PHARMAG in accordance with paragraphs (a) to {(d) above
ceasss 1o be "Confidential Information” and you agree that PHARMAC may release that
information again at any ime in future without consulting with you or obtaining your prior
ayresment, ]

14, Consultation. This Agreement is conditional or;

(a) FHARMAC compieting all consultation It congiders necessary or appropriate (including
consultation under its Operating Policies and Procedures); and

(o) following consultation, approval of its terms by PHARMAC's Board (or by PHARMAC's
chief executlve under delegated suthorlty pursuant ko section 61 of the New Zealand
Public Heallh and Disability Act 2000, where applicable).

You may withdraw from this Agreement, ar naegotiate with PHARMAC to amend s terms, if
consuitation or 3 decislon of PHARMAC's Board results in & matertal change to the terms of this
Agreerment.

18, Litigation Suppert. If this Agreement or its terms (including the basis on which a
Pharmaceutical is listed);

(&) give rise to proceedings being issued against PHARMAC: or
(b} result in PHARMAC being made a party o proceedings issued by a thirg party,

you will give PHARMAC all assistance it reasunably requires to gather evidence (including
expert medical and clinical evidence) for the purpose of those proceadings.

16, Dispute Resolution, If there is a dispule belween us arising out of, or in connection with, this

Agreement, nelther of us is to commence any proceedings refating to that dispute until the
fallowlrg procedure has been complied with:

b
P5-4-20 #90529 : 120@
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18.

19,

20.

{a) The patty claiming a dispute has arisen must give writted notice to the other party
specifying the nature of the dispute.

{h) We will endeavour, in good faith, fo resolve the dispute referred to in the notice by using
informal dispute resolution {echniques,

{c) If we do not agree onh a dispute resolution technique within 14 days after the date notice
of a dispute was given, the dispute is to be medlated zccording to the standard
mediation agreement of LEADR New Zealand Ineorporated {Lawyers Engaged in
Alternative Dispute Resolution), and the Chair of LEADR (or the Chair's nominee) will
select the mediator and determine the medlator's remuneration.

{d) A party seeking urgent interlocutory relief may, by nofice to the vther party, elect not to
comply with the provislons of this clause, but only to the extent of the relief sought, and
only for the period required to dispose of the application for interlocutory retflef,

{&) Pending resolution of he dispute, this Agreement will remain In full effect without
prejudicing our respective rights and remedies (Including PHARMAC'S rights under
clause 1 of this Annex),

No Derogation. The express provision of g remedy for, or consequence of, faillure to comply
with any term of this Agreement does not derogate from any ofher legal right or remedy
available to PHARMAC under this Agresment or otherwise In respect of such breach.

No Waiver. A fallure or delay by elther of us to exercise any right arising under this Agresmerit
is hot a walver of {hat right, and a walver of a breach of this Agreement is not & walver of any
othar breach, :

Entire Agreament, This Agreement:
{

i
(a) Is the entire agreement beitween us regarding the terms on which the Pharmaceutical(s)
is{are fisted in Section B of the Pharmaceutical Schedule: and

(k) supersedes and extinguishes all prior agreements and understandings between us
regarding the Pharmaceutical(s).

Advertising. You must not procute, or In any way participate or assist in, the publishing of any
Advertisement that: .

{a) is aimed at consumers of pharmaceuticals; and which
)] breachies any applicable:

0] statute or reguiation, including the Falr Trading Act 1966, Medicines Act 1681
and Medicines Regulations 1984; or

) industry standard, Including the Advertising Standards Authority Codes of
Practice and the Researched Medicines Industry Code of Practice,

For the purposes of this clause;

{©) "Adver‘tisement" means any words, whether written, printed or spoken, any pictorial
representation or design, any sounds or visual images, or combination of sounds and
visual images, or any other form of cornmunication used or appearing to be used to
promote:

{H the sale of & Pharmaceutical or

b
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21,

22,

23,

24,

(iy  the use of a method of treatment involving a Pharmaceutical; and

(d) references o 8 statote, regulation ar Industry standard include that statute, reguiation or
industry standard as amended or replaced from time to time,

Gontraocts Privity.

{a) For lhe purposes of the Contracts (Privity) Act 1982, we both acknowledge that your
obligations in this Agreement constitute promises which confer or are intended o confer
a benefit on the Funder and related persons, and are enforceable at the sult of the
Funder and any such persons.

(b} Except as expressly provided in paragraph (a) above, the parties da not intend to create
tights in, or grant remedies to, any third party as a beneficiary to this Agreement, and all
of the provisions of this Agreement shall be for the sole and exclusive benefit of the
parlies.,

{¢) Forthe avoidance of doubt, you acknowledge that PHARMAG may pursue damages or
any other claim (including injunciive or other such relief) under this Agreement on s
owh actount and/or on behalf of the Funder, in respect of any form of logs or damage
incurred by PHARMAC and/or the Funder,

No Reliance. You acknowledge that you have entered into this Agreement in rellance on your
awn knowledge, skill and independent advice, and not in reliance on any representations made,
or any information made available to you, by PHARMAC,

Amendmerits, Amendments to this Agreetnent are only effective If in writing and signed by
both of us.

Assignmant. You will not permit this Agreement, or any part of this Agregment, 1o be
iransferred, assigned or sub-contracted (ejther directly or due to a change of ownership or
cantrol) without PHARMAGC's prior writteny consent (such consent not to be unreasonably
withheld). Any such consent may be given subject 1o such reasonable conditions ag PHARMAG
sees fit but no such consent will relieve you from any liability of obligation under the terms of the
Agreement, and you will continue 1o be responsible for the acts, defaults snd neglects of your
transferee, assignee or sub-contractor,

Governing Law. This Agreement is gaverned by New Zeatand law,

Jurisdiction. We each subrnit to the exclusive Jurisdiction of the New Zealand courts,

£5.4.20 #0520 1:@}
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ANNEX THREE (8)

General Terms of Listing in Seciion H of the Pharmaceutical Schedule
1. Definitions. In this Annex Three {B) and, as applicable, In Anhex Four:

HAlertrative Pharmaceutical” mesns an gltemative brand of a Pharmaceutical that HPAC or
PTAC and its sub-committees considers to be an acceptable substiiute far that Pharmaceutical;

“Contract Manufacturer” means a manufacturer or a supplier that is a party to a contract with
the relevant DHB Hospital to compound Phammaceuticals, on request from that DHB Hospital;

“Crowr Direction” means any Ministerial direction given to PHARMAC under section 65 of the
New Zealand Public Health and Disability Act 2000;

“Designated Delivery Point” means at @ DHB Hospital's discretion!

{a) o delivery point agreed between you and the relevant DHB Hospital, to which delivery point
you must supply the Pharmisceutical direclly in accordance with any applicable delivery
terms and conditions as at the date of this Agreement, or that are subsequently agreed
between you and that DHB Hospital: and/or

(b)  any delivery point designated by the relevant DHB Hospital or PHARMAC, such delivery
poirt being within 30km of your national distribution cenire;

“DHB Hospital” means a DHB, including its hospltal or associated provider unlt for which that
District Health Board purchases pharmaceuticals;

“District Health Board” (or “DHB”) has the same meaning as in the New Zealand Public Health
and Dissbifity Act 2000, ‘

“Hospital Pharmaceuticals Supplement” means the supplement that clarifies the application of
PHARMAC's Operallng Policles and Pracedures in respect of hospital pharmaceuticals;

“HPAC” means the Hospltal Fharmaceutical Advisary Committee;

"Pharmacode’” means the unique six or seven digit identifier assigned fo a Pharmaceutical and
notified to vou by the Pharmacy Guild;

“Potential Out-of-Stock BEvent™” means:

(m)  your stock of a Pharmaceutical falls below the average volumne of stock of that
Pharmaceutical requived to supply the entire New Zealand DHB Hospital market for thal
Pharmaceutical for any given two month period;

(b)  your stock of a Pharmaceutical falls below two-thirds of your most recent three months’
total Unit sales of that Pharmaceutical; or

(v} your forecast of sales demand In respect of the next two-month periad is preater than your
stock of a Pharmaceutical

“Prige” meens the price (exciusive of GST) at which a Pharmaceutical is to be sold and supplied
or n‘nade available for sale and supply, by you to, at a DHB Hospltal's discretion, any Designated
Delivery Points andfor Contract Manufacturers (expressly for the purpose of compounding);

"PTAC” means the Pharmacalogy and Therapeutics Advisory Commitiee;

..
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“Unit” means an individual unit of a Pharmaceutical (8., tablet, 1mi of an oral liquid, ampoule,
syringe): and

“Unit Price” means the relevant Price specified for a pack of @ Pharmaceutical in Section H of
thes Pharmaceutical Schedula, divided by the rumber of Unlts in the pack speciiied in the
Pharmaceutical Schedule as being the listed pack size for that Pharmaceutical,

2.  Operating Policies and Procadures.
(@)  You acknowledoe that:

0] PHARMAC s required to pursue the objectives, carry out the functions, and
otherwise comply with the statutory obligations, prescribed for PHARMAC In the New
Zealand Public Health and Disability Act 2000;

(i)  PHARMACL is subject to other statutory and public taw obligations, which govern
PHARMAC's decision-making processes:

(i) PHARMAGC has Operating Policies and Procedures, as supplemented by the Hospitsl
Pharmaceuticals Supplement ("OPPs"), which provide guldance on the way in which
PHARMAC carries out its statutory responsibitities In retation to the management of
the Pharmaceutical Schedule;

(iv)  PHARMAC's OPPs may be amended or updated frorn time to time, following
consultation with relevant groups;

(v}  the actions which PHARMAC may izke under its OPPs Incltude {without limitation);
(A) listing new phamaceut{c?ls;
(B) changing guidelines or restrictions an the purchasing of listed

pharmaceuticals;
(C)  changing the market dynamics for pharmaceuticals as a result of PHARMAC
adopting one of the strategies set out in the OPPs:

{vi)  any action taken by PHARMAG pursuant to its OPPs may‘ impact on the fisting of

gach Pharmaceutical,
(b)  PHARMAC agrees not fo apply, amend or tupdate lts OFPs in order to avold any of

PHARMAC's obligations under Annex Four of this Agreemeant,

3. Amenddments to Pharmaceutical Schedule. PHARMAGC will consult with you before amending
Section H of the Pharmaceutival Schedule if a proposed amendment would have a materizl
adverse effect on the listing of a Pharmaceutical,

4. Bupply Price. The Price at which each Pharmaceutical Is supplied by you must not excesd the
Price sef out in Anniex Two.

8. Warranty that Not Less Than Cost Price. You warrant that the Price at which you are reqguired
to supply each Pharmaceutical under this Agreement is greater than the cost price of that
Pharmaceutical (including, without linitation, the costs of manufacturing that Pharmaceutical and
of supplying it to you for supply in New Zealand).

6. Continuity of Supply. You are to supply each Pharmaceutioal in accordances with this
Agreement to, at a DHB Haspital's discretion, any Designated Delivery Points, and/or Contract
Menufacturers (expressty for the purpose of compounding). _

I
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7. Notification of Potential Out-of-Stock Event and supply of Alternative Pharmaceutical.

(@)  You must

(i)

(it}

notify PHARMAC in wiiling @s soon as you have reasonable cause to believe that
you will fall to supply a Pharmaceutical in accordance with this Agresment;

where passible, notify PHARMAC and the relevant DHB Hospitals if at any time a
Potential Out-of-Stock Event ogcurs.

(v)  If you fail to supply a Pharmaceutical in accordance with this Agreement for more than 1
business day to any DHE Hospital, then:

{n

()

you must use your bost endeavours fo procure, within whet the relevant DHB
Hospitals consider to be a reasonable period of time, an Alternative Pharmaceutical
for supply to, &t a DHB Hospital's discretion, any Designated Delivery Points, and/or
Contract Manufacturers (expressly for the purpose of compounding) at the: Price; ane

if you fail to procure un Altermnative Pharmaceutical at the Price In accordance with
sub-clause (1) above (other thar for reasons that PHARMAC considers to be wholly
outsiche your control) then, at PHARMAC's aption:

(A you must pay to all relevant DHEB Hospitals any additional costs incurred by
such DHB Hospitals os a resulf of the purchase of the Alternative
Pharmaceutical; or

(B)  PHARMAG may implement an arrangement with anather supplier to supply an
Atternative Pharmaceutical (including an arrangernert for back-up supply), and
you must pay 10 all refevant DHB Hospitals any additional costs incuired by
such DMHB Hospitals @s & result of the purchase of the Alternative
Pharmaceutical,

() This clause confers a benefit on (and is enforceable by) DHB Hospitals in accordance with
the Gontracts (Privity) Act 1982,

3. Liquidated Damages.

(2) 1 youTall to supply a Pharmaceutical in accordance with this Agreement (other than for
reasons that PHARMAG considers fo be wholly outside your control), whether as a result of
your Inability to meet demand for supply of that Pharmaceutical, your withdrawal of that
Pharmaceutical from supply, any failure to have and maintain @ Consent as speucified in
clause 9 below, or & Pharmaceutical being recalied in agcordance with clause 12 of Annex
Three (B), or for any other reason, and:

(i)

P&-4-20 #90529

you have not notifled PHARMAC and the relevant DHB Hospitals under clause 7 of
Annex Three (B), then in addition to your obligations under clause 7(b)(1) and (if) of
Annex Three (B), yout must pay to PHARMAC (on behalf of DHB Hospitals)
liquidiated damages for the administrative and/or operational costs incurred by
PHARMAG and DHE Hospitals as a resull of your failure to supply In the amount of
$30,000 per Pharmaceutical In respect of which you failed to rotify PHARMAGC: or

you have natified PHARMAG and the relevant DHE Hospitals under clause 7 of
Annex Three {B), then in addition to your abligations under clause 7(b)(!) and (i) of
Anriex Thiree (B), you must pay to PHARMAC (on behalf of DHB Hospltals)
llquidated damages for the administrative and/or operational costs Incurred by
PHARMAG and DHB Hospitals as a result of your fallure to supply in the amount of
$5,000 per Pharmaceutical in respect of which you notified PHARMAC,

d
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10.

11,

by  You acknowledge and agree that;

1) subject to paragraph (¢) below, the amounts of liquidated damages In this clause
rapresent @ reasonable estimate of the adminisirative and operationeal costs incurfed
by PHARMAG and DHE Hospitals (including the use of staff and loss of opportunity
as a result of use of staff time, and communication costs), the estimate heing based
on PHARMAC's and DHB Hospitals' previous experience;, and

(i)  the amounts referred to as liguidatled damages are not Intended to include any ‘
penally elerment nor any amount for costs relating to the securing of an Allernative
Pharmaceutical, or the purchasing of an Alternative Pharmaceutical,

provided that PHARMAC may, in its sole discretion, require you to pay less than the
amount specified as liquidated damages if it Is satisfied that the actuat costs in the
particular circumstances are less than the relevant amount o specified.

{¢)  Where you notify PHARMAC under clause 7 ahove of a Potential Qut-of-Stock Event,
PHARMALC agrees to recover as liquidated damages under clouse 8(a)(il) of this Annax
Three (B) only the amounts specifled in clause 8(a)(il), which represent only & portion of
PHARMAC's and DHB Hospitals' costs actually incurred.

(d)  All amounts referred to In this clause are plus GST (if any).

Consents, You warrant that you bave and wilt maintain all consents (incfuding Ministry of Health
market approval) necessary for you to supiply esch Pharmaceutical In New Zealand for the
treatment of any indication spacified for that Pharmaceytical in its listing In Section H of the
Pharmaceutical Schedule (gach 2 "Consent). Ifa Consent is not held by you or is withdrawn, or
& Pharmaceutical ls no longer approved for the treatment of any indication for which it is listed in
Sectlon H of the Pharmaceutical Schedule then:

|
(@) PHARMAC is entllied to terminate this Agresment by 14 days’ written notice to you; and

(b)  you acknowledge and agres that the provisions of clauses 7 and 8 of Annex Three (B) are
o apply,

Changed Medicine Notification, If the Ministry of Health approves a changed medicine
notitication for & Pharmaceutical, or for a vardant of 3 Pharmaceutical:

(@)  you must immediately notify PHARMAC; and
(b)y PHARMAC may review:
()] the terms of listing of that Pharmaceutical; and
(i) the extent to which DHE Hospitals may purchase a variant of that Pharmaceutical.

Pharmacode. You agree to obtain and notify PHARMAC of the Phsrmacode for a
Pharmaceutical as soon as the Pharmacode is notified to you, and in any event biefore the date
on which that Pharrmaceutical is listed in Section H of the Pharmaceutical Schetule.

P5-A4-20 90829 '@!}
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12.  Pharmaceutical Reoall,

(a) In the event that you are requirad by the Ministry of Mealth or any other authorities to recall
a Pharmaceutical, you will notify PHARMAC and the relevant DHB Hospitals immediately
you become aware of the need to recall that Pharmaceutical,

(b)  You will use your hest endeavours to provide replacement Pharmsceuticals o DHB
Hospitals #s soon as possible,

(¢} 1f you fail to provide replacement Pharmaceuticals to DHB Hospitals in accordance with
paragraph (b) above, then the provisions of clause 7(b} of this Annex Three (B) are to
apply, provided that If clause 7(b)(I1H(B) applies and if PHARMAC is also unable {o secure
the supply of an Alternative Pharmaceutical within whet the relevant DHEB Hospitals
consider to be a reasanable period of time, then DMB Hospitals may purchase an
Altermnative Pharmaceutical elsewhers and any additional costs incurred by DHRB Hospitals
in purchasing such Alternative Pharmaceoticals must be et by you on dernand by
PHARMAC or the DHB Hospltais and will be recoverable from you ag 8 debt due to (e
DHB Hospitals,

(d) In the event that & Pharmaceutical is recalled as conternplated by paragraph (a) above, you
must immediately refund to DHB Hospitals all money pald by them to you for or on actournt
of that Pharmaceutical and slich money will be recoverable from you as a debt due to DHB
Hospltals, unless you have provided a replacermnent Pharmaceutical to DHB Hospitaly’
satisfaction,

{e)  This clause confers & benefit on (and Is enforceable by) DHE Hospitals in accordance with
the Contracts (Privity) Act 1882.

13, Shelf-life of Pharmaceutical,
{

i
{a)  You will not supply & Pharmaceutical if:
() the remaining shelf-ife of that Pharmaceutical is fess than 8 months; or

(M)  where the total shelflife of that Pharmaceutical is less than 6 months, the remaln!ﬁg
shelf-life is less than 75% of that Pharmaceuticals tote) shelf-life,

without prior agraement from the refevant DHB Hospital.

{b) ¥ you have an agreement with the relevant DHB Hospital to supply a Pharmaceutical,
where the total shelf-life of that Pharmaceutical is less than 6 months and the remaining
shelf-life Is less than 76% of that Pharmaceutical's total shelf-ife, and that DHE Hospital
does not use that Pharmaceutical before its explry or use-by date, you agree to allow that
DHB Hospital fo return that Pharmaceutical to you and to provide that DHE Hospital with 2
credit for that Pharmaceutical.

(¢}  This clause confers & benefit on (and is enforceable by) DHRE Hospitals in accordance with
the Cantracts (Privity) Act 1982,

14, Emergency und Digaster Supply. In the event of an emergency or disaster affecting any DHB
HMospital, or an emergency or disaster on a national level, you will uge your best endeavours to
provide sich quantities of the Pharmaneutical as are required by the refevant DHB Hospital(s).
Your ohligations under this clause include, but are not limited to, using your best endesvours to:

(8)  source the Pharmaceutical from other suppliers and distributors within New Zealand; and
{b)  source the Pharmaceutical or & pharmaceutical that is the same brand as the

Fharmaceutical from any overseas manufaclurer, supplier or distribulor, and air-frelghling
P5.4-20 #80529 1@
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18.

that stack to New Zestand (for which the relevant DHB Hospltal will meet all reasonable
costs) for supply, either under Medsafe’s explicil consent to import, sell or distribute the
Pharmaceutical ar under Section 29 of the Medicines Act 1981, to DHB Mospitals,

Confidentiality, Information relating to the terms of this Agreement, or any other Information
exchanged during negotiation of this Agreement or otherwise, that is agreed in writing by both of
us as being confldential ("Confidential Information"} is confidential to us and our employees,
lagal advisers and other consultants {including MPAC, PTAC and its sub-commillees), the Ministry
of Health and DHBs (if applicable). You acknowledge that it may be necessary or appropriate for
PHARMAC to disclose Confidential Information:

{8} pursuant to the Officlal Information Act 1882; or

(by In the course of consultation on this Agreerment; or

{£)  In publicly notifying any approval by the PHARMAC Board of this Agreement; ot
() otherwise pursuant to PHARMAC's public law or any other Jegal obligations.

FPHARMAC may consult with you before deciding whether to disclose Confidential Information for
the purposes described In paragraphs () to {8) above, In order fo ascertsin any objections you
may have to the disclosure of any of the Confidential Infarmation. You acknowledge, however,
that it is for PHARMAC to decide, in its absoluts discretion, whether it is necessary or appropriate
to disclose information for any of the above purposes, provided that PHARMAC shall act in good
faith in disclosing any Confidential information. Outside the circumstances described in
paragraphs (a) to (d) above, Confidantfal information must not be disclosed by elther of us (or by
our employees, legal advisers and other consultants) unless:

- {e)  the information is publicly available without any cause aftributable to the disclosing party; or
{

i
(f)  the other pady has been reasonably informed prior to disclosure, and the disclosure is:

iy  for the purposes of this Agreement; or

(i) required by law; or

{li) inaform, and of cortent, agreed to by us.
For the avoidance of doubt:

W) generalised aggregated information regarding the Pharmaceuticals that does not idenlify
you, or that cannot reasonably be expected to Identify you, is not Confidential Information
antd PHARMAC may use and publish such information as it sees fit;

(h)  Information released by PHARMAC in accordance with paragraphs (a) to (d) above ceases
to be “Confidential information” and you agree that PHARMAC may release that information
again at any fime in future without consulting with you or obtaining your prior sgreement.

Access to Price and Volume Data,

(@)  Youacknowledge that PHARMAC and its agents will require access to price and volume
data hefd by you and DHB Hospitals in respect of each Pharmaceutical covered by this
Agreement lo assist PHARMAC to carry out its statutory function in relation to managing
the purchasing of hosphtal pharmaceuticals on behalf of DMBs,

(b} Notwithstanding any ather provisions in this Agreement, including clause 15 of Annex
Three (B) regarding confidantial Information, you agree that where the croumstances in this

clause apply, a DMB Hospltal may provide PHARMAC and its agents with any price and b
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volume data held by that DHB Hospital in respect of a Pharmaceutical covered hy this
Agreement and PHARMAC and its agents may provids such data to DHBs,

(€}  You agree that within 10 business days following any request from PHARMAC, you will
provide FHARMAC with volume data, in respect of each Pharmaceutical coverad by this
Agreement for each month of the perlod specified in that request,

17, Inveicing and Fayment, Where the Deslgnated Delivery Palnt to which you divectly supply a
Phamaceutical s a DMB Mospital:

{a) youare to lnvoloe the particular DHB Hospital &t the end of each month, but no later than
the second business day following the month to which the invoice in respect of the
Pharmaceutical relates, specifying for the Pharmaceutical supplied gurlng that monti:

H your delivery nule reference number,

(i) the particular DHR's purchase order reference number (if applicable);

(ii)  the net amount payable in respect of the Pharmaceutical supplied to that DHB in
accordance with this Agreement;

(iv)  full detalls in respect of the Pharmiaceutical supplisd to that DHB in accordance with
this Agreement, including the:

(A)  DKB's itern codes:
(8)  quantity of the Pharmaceutical supplied;
() pice of the Pharmaceu’tlﬁal;
(D) lolal cost for the total amount of the Pharmaceutical supplied: and
(v)  any other information that DHB Hospitel requires you to supply;
(b)  provided that the Pharmaceutical has been supplied in accordance with this Agresment,

and the particular DHB recelves an lnveice in accordance with paragraph (a) above,

payment by the DHB Hospital to you of the amount required to be paid by it s expacted to
folao b1

(1) by electronic funds transfer or such other method of payment as is designated by
that DHB Mospital;

() onthe 20" day of the month following the montt to which the involce for the
Fharmaceutical relates, or, if the 20" day of the month s not & business day, then on
the next business day following the 20" of the month:

(¢) the particular DHB Hospltal's failure to dispute any Involce prior to payment does not
prejudice that DHB Hospltal's rght subsequently to dispute the cotrectness of such an
involce, nor its ability to recover any amount of overpayment from you;

(@) the DHB Hospltal may withhold, deduct or set off the amount of any overpayment or any

amount recaverable by that DHB Hospital from you under this Agreement fram any future
amount owing to you;

(e)  this clause 17 confers a benefit on (and is enforceable by) DHB Hospitals in accordance
with the Contracts (Privity) Act 1982.
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18, Consultation, This Agreement Is conditional on:

{a) PHARMAGC completing all consultation it considers necessary or appropriate (fncluding
congultation under its Operating Policies and Proceduras); and

{b)  following consultation, approval of fts terms by PHARMAC's Board of Directors (or by
PHARMAC’s chief executive under delegaled authorily pursuant to section 81 of the New
Zealand Public Health and Disability Act 2000, where applicahle).

You may withdraw from this Agreement, or negotiate with PHARMAL to amend its terms, if .
consultation or a deeision of PHARMAC's Board results In & material change to the terms of this
Agresment.

19, Litigation Support, If this Agreement or its terms (including the basis on which & Pharmaceuticat
is listed).

(@) give rise lo proceedings belng issued agalnst PHARMAG, or
(b)  resultin PHARMAC being made a parly to any proceedings Issued by a third party,

you will give PHARMAC alf assistunce [t reasonably requives to gather evidence (inctuding expert
redical and clinical evidence) for the purpose of those proceedings.

20.  Dispute Resolution. [f there is a dispute between us arlsing out of, or in connection with, this
Agreement, neither of Us Is to commence any proceedings relating o that dispute untll the
following procedure has been complied with:

(@)  The party claiming a dispute has arisen must give written notice to the other party
spacifying the nature of the dispute. |

(b)  We will endeavour, in good faith, to resolve the dispute referred to in the notice by using
informal dispute resolution tectiniquss,

(¢} If we do not agree on a dispute resolution technigue within 14 tlays after the date notloe of
a dispute was given, the dispute is to be mediated according to the standard mediating
agreement of LEADR New Zealand Incorporated (Lawyers Engaged in Alterniative Dispute
Resolution), and the Chair of LEADR (or the Chair's nomines) will select the mediator and
determine the medfator's remuneration, ‘

(d)  Apary seeking urgent interlocutory refief may, by natice to the other party, slect not to
comply with the provisions of this clause, bul only to the extent of the relisf sought, and only
for the perlod required to dispose of the application for Interlocutory relief,

{¢)  Pending resolution of the dispute, this Agreement will remain In full effect withaut
prejudicing our respective rights and remedies.

For the avoidance of doubt you acknowledge and agree that PHARMAC may elect to involve any
relevant District Health Board in any part, or all, of the above procedurs,

21.  No Derogation. For the aveidanue of doubt, the express provislon of a remedy for, or
consequence of, breach of any term of this Agreement does not derogate from any other legal
right or remedy available to PHARMAC under this Agreemsnt or otherwlse in respect of such
breach, .

22, No Waiver. A failure or delay by sither of us to exercise any right arlsing under this Agreement Is

not a waiver of that right, and a waiver of a breach of this Agreement is not a walver of any other
breach,
—
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23,

24,

25.

26,

27.

28,

Agresment Prevalls, Where any of your terms of supply, whether recorded on your invalces or
in creglt arangements entered into or elsewhere, conflict with or detract from any of the terms of
this Agreement, the terms of this Agreement will prevall and will apply to the exclusion of any of
your terms or docurmentation,

Entire Agreement, This Agreement:

(8} Iz the entire agreement between us regarding the terms on which each Pharmaceutical is
isted in Section M of the Pharmaceutical Schedule and purchased by DHB Hospitals; ahd

{h) supersedes and extinguishes all prior agresments and understandings between us, and
between you and eny District Health Board regarding supply of each Pharmaceutical to
DHMB Mospitals,

Advertising. You must not procure, or in any way participate or assist in, the publishing of any
Advertiserment that:

(@) is gimed at consumers of pharmaceuticals; and which
()  breaches any applicable:

] statute or regulation, inclding the Falr Trading Act 1986, Medicines Act 19871 and
Medicines Regulations 1984; or

(i)  Industry standard, inctuding the Advertising Standards Authority Codes of Practice
and the Researched Medicines industry Code of Praciice.

For {he purposes of this clause:

. ,

(c) “Advertisement” means any words, whether written, printed or spoken, any pictorial
representation or design, any sourds or visual images, or combination of sounds and visual
images, or any other form of conimunication used or appearing to be used 1o protnote:

() the sale of @ Pharmaceutical; or
(if) the use of & method of treatment invalving a Phanmaceutical; and

{d) references to » statule, regulation or Industry standerd include that statute, regulation or
Industry standard as amended or replaced from time ta ime.

Contracts Privity,

(8)  For the purposes of the Contracts (Privity) Act 1982, we both acknowledge that your
obligations in (s Agreentent constitute promises which confer or are intended to confer a
benefit on DHE Hospitals and refated persons, and are enforceable at the suit of any stich
DHB Hospitals or persons,

(b) Exceptas expressly provided in paragraph (a) above, the parties do not intend to create
rights in, or grant remedies to, any third party as a beneflciary of this Agresment, and all the
provisions of this Agreement shall be for the sule snd exclusive benefit of the parties,

No Reliance. You acknowledge hat you have entered into this Agresment In rellance on your
awn knowledge, skill and independent advice, and not in reliance on any representstions rmade,
or any Information made avallable to you, by PHARMAC.

P}mendment& Amendrments {o this Agreement are only effective if in writing and signad by both
of us.
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29.

30.

31,

32,

Assignment. You will not permit any part of ihis Agreerent to be teansferred, assigned or sub-
contracted (sither directly or due o a change of ownership or control) without PHARMAC's prior
written consent (such consent not fo be unreasonably withheld). Any such consent may be given
subject to such reasonable conditions as PHARMAC sees fit hut no such consert will relieve you
from any liabliity or obligation under the terms of the Agreement, and you wiil continue to be
responsible for the acts, defaults and neglects of your transferee, assignee or sub-contractor,

Further Assurances. We both agree lo execute any futther documaenits and do any further acls
within our power as may be reasonably necessary from time to time to give effect to the terms and
Intentions of this Agreement,

Governing Law, This Agreement is governed by New Zealand law.

Jurisdiction, We each submit to the exclusive jurisdiction of the New Zealand courts,
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ANNEX FOUR
Special Terms of Listing
Crown Direction,
(8) You acknowledge that PHARMAC must comply with any Crown Diregtion.

(b)Y  PHARMAG may terminate or amend the Agreernent, or impose restrictions on the
prescribing or dispensing of a Pharmaceutical, at any time, if the termination, amendment
or imposition of restrictions w required to give effect to a8 Crown Direction,

(¢} Inthe evernit that a Grown Direction s issued to PHARMAC that requires an amendment to
be made o this Agreement to give effect to that direction:

() PHARMAC will glve you as much notice as practicable of the Crown Direction and of
any amendments fo this Agreement that sre required to give effect to that direction;
and

() the Agreement will be desmed to be amendead 50 a8 to give effect {o the Crown
Dhrection from the date when such divection is due to take effect.

PHARMAC's Rights Reserved Regarding Patient Safety. Notwithstanding any other provision
of this Agreement, and without prejudics to any ofher of PHARMAC's legal rights and remedies,
whether under this Agreement or otherwise, PHARMAC reserves the right at any time to fake any
action In relation to the listing of a Pharmaceutical, or the basis on which it is listed, including
(without imitation).

{a} changing or imposing restrictions on tl;e prascribing or dispensing of a Pharmaceutical,
i
by delisting a Pharmaceutical;
(¢) terminating the Agreement; and/or
(d) any other action thal PHARMAC decides, In its sole discretion, is necessary or appropriate,

without your agreement, In accordance with any direction from Medsafe or recommendation from
PTAG, or refevant PTAC sub-commiltee, based on patlent safety,

Single Agreement. This Agreerment Is a single agreement encomipassing all of the
Pharmaceuticals listed in Annex One and does not operate as a separate agreemant for each
FPharmaceutical, provided that this does not imit PHARMAC's rights under elause 1 of Annex
Three (A) or clause 2 of Annex Three (B) to take actions in respact of 8 particulsr Pharmaceutioal
or Pharmaceuticals. For the avoidance of doubt, if PHARMAC takes any such action this does
not terminate the Agresment.

Liguidated Damages.

(a) Sub-clauses (1) and (if) of clause 8{a) of Annex Thrae (A) are deletad and replaced with the
following:

{)  you have not nolified PHARMAG under clause 7(a) of Annex Three (A), then in addition 1o
your abligations under ¢lause 7(b) of Annex Threa (A), you must pay 10 PHARMAC (for the
beneflt of PHARMAC and the Funder) liquidated damages for the administrative,
operational andlor lass of opporiunity costs incurred by PHARMAG and the Funder

as a result of your fullure to supply i the amount of $25,000 per Pharmaceutical in
respect of which you failed to notiy FPHARMAC, or

05720706 FRI 09:14 [TX/RX NO 7424)
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(i) you have notfied PHARMAC under clause 7(a) of Annex Three (A), then in additon to your
obligations under clause 7(b) of Annex Three (A}, you must pay to PHARMAC (for the beneflt
of PHARMAC and the Funder} liquidated damages, being a contribution towards the
administrative, operational andfor loss of opporiunity costs Incurred by PHARMAG and the
Funder as a result of your faflure to supply, in the amount of $5,000 per Pharmaceutical in
respect of which you notified PHARMAC.

() Sub-clauses (i) and (il) of clause 8(a) of Arnex Three {8) are deleted and replaced with the
following:

0l you have nat nofified PHARMAC and the relevant DHB Hospitals uader clause 7 of Annex
Three (B), thew in additfor ty your obligations under clause 7(b)() and (i) of Annex Three (8),
you must pay to PHARMAC (for the benefit of PHARMAC and DHB Mospituls) fquidated
damages for the administrative andior operational costs Ineurred by PHARMAC and DHB
Huspitals as a result of your fallure lo supply In the amount of $50,000 per Pharmaceutical in
respect of which yeu falled o notify FHARMAL; or

i) you have notliied PHARMAC and the relevant DHBE Hospitals under clausa 7 of Annex Thiee
(8), then in addition to your obligations under clause 7(b)(i) and (i) of Annex Three (B), you
raust pay to PHARMAC (for the benefit of PHARMAC and DHB Hospitals) liquidated damages
for the administrative and/or operatonal costs incurred by PHARMAC and DHB Mospitals as a
result of your fallure to supply in the amaount of $5,000 per Pharmaceutical in respect of which
you notified PHARMAC,

5, Definitions. The definition of “Crown Direction” in clause 1 of Annex Three (B) is deleted and
replaced with the following;

"Crown Diraction” mesns any Minlsteria! direction given to PHARMAG undar section 103 of the Crown
Entities Act 2004;

6. Consultation.
i
{a) Clause 14(b) of Annex Three (A) Is deleted and replaced with the following:

(b} following consultation, approval of Its terms by PHARMAC's Board {or by PHARMAG's chief '
exgcutive under delegated authority pursuant to section 73 of the Crown Entilies Act 2004,
where applicable),

{b) Clause 18(b) of Arnex Three (B) is deleted and replaced with the following:

by following consultation, approval of its torms by PHARMAC's Board of Directors {or by PHARMAC's chief
execulive under delegated authority pursuant to section 73 of the Crown Entities Ast 2004, where applicable).

7. Approval and Listing of OxyContin €5 and OxyContin HS
{8) You agree that you will use your bast endeavours to:

(i) ubgain market approval for OxyContin €5 and OxyContin M5 under the Medicines Act 1981,
B

(@)  obtain any other necessary Consents (as defined In clause 11 of Annex Three (&) sud
clause 9 of Annex Three (B), respectively) for OxyContin C5 and OxyContin M8,

as soon as reasonably practicable, and In any case, no later than 1 August 2008,

) PHARMAC agrees to list OxyContin C5 In Sectlon B of the Pharmaceutical Schedule at
the price and subsidy ex-manufacturer (exclusive of GST) specifiect in the table in Annex
Two, and on the terms set out In this Agreement, ag soon as praciicable following
notification to PHARMAC that you have obtained market approval and any ather Consents
under paragraph (a) for OxyCantin C8, provided that this will be no sarier tham 1 August
2005. You acknowledge and agree that PHARMAC's obfigation to list OxyContin 05 frr
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under this paragraph (b) expires on 1 August 2008, unless extended by PHARMAC In Its
absolute discretion.

(c) PHARMAC agrees to fist OxyContin H5 In Section H of the Pharmaceutical Schedule and
at the price ex-manufacturer (exclusive of GST) specified in the table in Annex Two, #nd
on the terms set out (n this Agreement, as soon as practicable following notification to
PHARMAC that you have obtained market approval and any othet Consents under
paragraph (a) far OxyContin M8, provided that this will be no earlier than 1 Augiuist 2005.
You acknowledge and agree that PHARMAC's obligation to list OxyCaontin M& under this

paragraph (c) expires on 1 August 2008, unless extended by PHARMAGC in its absolute
disoretion.

() For the avaidance of doubt;

0] you must supply OxyContin C& and OxyCantin H5, on the terms set out in this

Agreement, from the date OxyContin C5 and QxyContin HS are listed under this
clause 7; and

{in) this clause 7 does not override clauses 1, 3 or 4 of Annex Thiee (A) or clauses 2 or
4 of Annex Three ([).
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