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Central Pharmacy Services Agreement

The date of this Agreement is the date on which the last party signs this Agreement (“Effective
Date”).

BETWEEN

The State of Queensland acting through Queensland Health ABN 66 329 169 412, represented
by Central Pharmacy, Health Support Queensland of

(CP)
AND

The Party identified in Schedule 1 to this Agreement (referred S the/'Contractor”)

and together the “Parties”)
BACKGROUND

A. CP is a party to the Head Agreemen nical Agreement with GW and has
agreed under those agreements to co-or e CAS.

o.be’undertaken in the Head Agreement and
GW Technical Agreement and - wants to acquire the Services.

C. The Contractor has the Pg€ +the skills and experience in providing services

s-tg acquire.
D. The Contractor has offeretho Qrovide the Services to CP.

E. CP has agreed ccept the™Contractor’s offer on the terms and conditions of this

Agreement.
1 DEFINITIO)&\D INTERPRETATION

(Vg
1.1 Unles ntemrwise requires, the following definitions in this clause 1.1 in-
cludiy agditional definitions contained within the Quality Technical Standards and
Ac pply_to this Agreement:

fiscal, statutory, judicial, quasi-judicial body, department, commission, authority, tribu-
nal, entity and includes for the purposes of this Agreement any regulatory authority (in-
cluding TGA) regulating any aspect of the manufacture, packaging, labelling, Ware-
housing and Distribution of the Product and the Australian Customs and Quarantine
Authority regulating all customs clearance and quarantine requirements at the Terminal
for the Product;

Agreed Destination means either one of the agreed destinations for delivery of the
Products specified in Schedule 1;
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Agreement means the overriding terms and conditions of this document (“Agreement
Terms and Conditions”) and includes the Schedules and any Annexures to the
Agreement Terms and Conditions;

Applicable Laws mean all laws ordinances, rules and regulations, industry practices
and regulatory codes of any Agency that is applicable to the nature of the Services, the
Parties’ rights and obligations under this Agreement and the handling, storage and dis-
tribution of the Product which includes, but is not limited to the following:

losure of Personal
ormation Privacy
state or territory

(a) all laws and legislation governing the collection, use
Information and includes the Privacy Act 1988 (Cth)

de adopted by CP and
issued by CP dealing

(b) all industrial relations and work related [a ¢luding those governing work
3 employer’s liability and all appli-
agislation, of the Commonwealth or

cable codes and regulations relating
i 2 Contractor providing the Services;

any state or territory that are
and
(c) all applicable codes and pr,

of good wholesali
referred to in the

(d)

\ropean Commission guidelines on the principles of good distribution prac-
far Warehousing and Distribution of the Product (hereafter referred to in the

Backgrourng@ Intellectual Property means any Intellectual Property of a Party that ex-
ists prior to the Effective Date, some of which may be identified in Schedule 1;

Business Day means a weekday that is not a public holiday/ bank holiday in Queens-
land;

CAS means Compassionate Access Scheme as it is defined in the GW Technical
Agreement;

Claims means all demands, claims, proceedings, penalties, fines and liability (whether
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criminal or civil, in contract, tort or otherwise);
Commencement Date means the date specified in Schedule 1;

Confidential Information includes information marked as confidential and any infor-
mation received or developed by a Party pursuant to this Agreement, which is not pub-
licly available and relates to processes, equipment and techniques used by a Party in
the course of their operations including all information, data, Personal Information,
drawings, specifications, documentation, source or object code, designs, construction,
workings, functions, features and performance notes, techniques, concepts not reduced
to material form, agreements with third parties, schematics &re~psoposals and inten-
tions, technical data and other information relating to Intellec & raperty Rights or in-
formation subject to an obligation of confidence owed to a thjfd and of which is
disclosed by a Party to the other Party as confidential i atior at third party;

Correctly Rendered Tax Invoice means an invoice thatis rendered in the form of a

Tax Invoice and in which:

@) the amount claimed in the invoice is due f and correctly calculated in
Australian dollars;

(b) the invoice is set out as an itemised
amount, the GST component and t lusive amount to enable CP to
ascertain what the invoice co an payable;

(© the invoice is accompanied, where xwecessary, by documentation that provides

h identifies the GST exclusive

evidence that the amount specifi e invoice is in accordance with this
Agreement;
(d) the invoice contains the jnf tiorl set out in Item 17 of Schedule 1;

(e) where applicable, t}
quired in clause &.

oice ompanied by the documentary evidence re-

() e’/CP Contact;

CP Contact mea pecified in Schedule 1;

Deliverables item or activity completed and delivered as part of the Ser-
vices and a ities for completion and delivery to CP as they are identified
in the Qu ical Standards and Activity List, including the Records, or otherwise
listed in cluding other items or activities following determination of their

cilities for the Product that are located at the Warehouse and for avoidance of doubt in-
cludes the temperature monitoring equipment, access to the internet, computer net-
works, telecommunications system and all other necessary equipment required by the
Contractor to house the storage and distribute the Product to and from the Warehouse;

Force Majeure means an act of God, strike, lockout or other interference, war (declared
or undeclared), blockade, disturbance, lightning, fire, earthquake, storm, flood, explo-
sion, expropriation, prohibition, intervention, direction or embargo which is not reason-
ably within the control of the party affected,;
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GST means the goods and services tax or similar value added tax levied or imposed in
Australia pursuant to GST Law;

GST Act means A New Tax System (Goods and Services Tax) Act 1999 (Cth) as
amended,

GST Law means the same as in the GST Act;

GW means GW Research Ltd;

GW Technical Agreement means the agreement dated 20 er 2016, between
GW and CP governing the specifications for the Product an er specifications
prescribed by GW for the handling, storage and distri he“Product, a copy of
which is attached to this Agreement as Annexure C;

Head Agreement means the agreement dated 2016, between GW and
CP that governs the supply of the Product to CP gl the requirements for distri-

bution of the Product in the Territory;

Improvements means, in relation to any |
or improvements, including improve
discovered by the Contractor (including
and know-how, trade secrets or copfiderti

Property, any technical information
re conceived, made, developed or
paternts, discoveries, patentable inventions
ormation) developed or acquired by the

Contractor relating to that Intellect pevty;

Insolvent means, in relatighyto~a\oo orate is wound up, dissolved or liquidated; or
action is otherwise taken' 10 er-into administration or to resolve to enter into any such
arrangement;

Intellectual Propgerty includes
software, circui

copyright, trademarks, trade names, business names,
rights; inventions, and patents granted in respect of such inven-
tions and ap such patents, including unpatented know-how, which com-
prise an inygntiqn or a of doing something which is not public knowledge; confi-
dential in and trade secrets, know-how, concepts, techniques, secret pro-
) unregistered designs and applications for registered designs;
ald unregistered trademarks and applications for registration of trademarks;
dress associated with products and services and includes any Back-
grouQuklnie 2l Property; and

Intellectual Property Rights means any and all current and future, existing or other-
wise inherent, registered and unregistered rights in respect of the Intellectual Property
and includes any applications for the registration or granting of any of the above in-
cluding the rights to apply or otherwise be granted such rights. Intellectual Property
Rights are rights to the protection of intellectual activity or the protection of ideas and
information that have been created; the right to control distribution of such activity, ideas
or information; the right to receive benefits from such activities, ideas or information by
way of exploitation and Commercialisation, any rights similar to all of the above, arising
(or capable of arising) under statute or at law in Australia or anywhere else in the world
and the rights to recognition and acknowledgement; and
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Key Personnel means any Personnel named in Schedule 1 or that are otherwise
nominated by the Contractor (including replacement key personnel) and approved by
CP under clause 5.4, all of which are deemed to be the appointed personnel referred to
in GW Technical Agreement, including the Responsible Person also defined in that
Agreement;

Liability means any liability (whether actual or contingent or prospective and includes
any Loss directly or indirectly related to a liability or obligation irrespective of when the
acts, events or things giving rise to the liability or obligation occurred;

Loss means all loss including financial loss, damages, legal (g, ¢harges, and other
expenses of any nature (including expenses on a solicitor / cliegtdasis) including all loss

withdrawal and destruction of Product;

Materials means any tangible materials s
methodologies or other items (including a
in any Materials), the Standard Ope P s of the Contractor or any materials
or documents of either Party that are u r otherwise provided by a Party to the other
during the conduct of the Services I ay be specified in Schedule 1;

a; documents, designs, models,
und Intellectual Property inherent

Payment Schedule mean
amounts and timeframes

duje/ for payment of the Service Fees in the
rties as set out in Schedule 1;

Personnel means the arty who at all times are within the direct control
and supervision of that Pa nd who may be an employee, staff, worker, volunteer,
approved subcontractor and gent, a student, a researcher or other person, includ-

ing any one of the Personnel or any representative or agent signing on behalf of a

Party;

Personal ion is information or an opinion, including information or an opinion
forming pa se, whether true or not, and whether recorded in a material form
or no an individual whose identity is apparent, or can reasonably be ascertained,
from tion or opinion;

Protocol means the protocol annexed to this Agreement as Annexure A;
Purpose means the purpose for the Services described in Schedule 1;

Quality Technical Standards means the standards to be used by the Contractor that
are by their nature automatically applicable to the Services some of which include the
Standard Operating Procedures and any other standards that apply to the carrying out
of certain activities by the Contractor, both of which are specified in the Quality Tech-
nical Standards and Activity List;
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Quality Technical Standards and Activity List (“QTA”) means the list contained in
Schedule 2 which the Parties agree may be amended from time to time during the Term
in order to change, remove or make additional, any other activities or other Quality
Technical Standards that may arise pursuant to clause 3.3(b);

Records means a written or electronic account or report of notes, data and information,
or a record of any information on, and results obtained from, the performance of all ac-
tivities and work done pursuant to the Quality Technical Standards and Activity List in-
cluding the records identified as the documents to be provided in Annexure B or other-
wise contemplated for completion in this Agreement in conne ith the Services;

Services Fees means the fees specified in Schedule 1;

Services means the services to be provided under this(A nt as set out in Item 4
of Schedule 1 and the other Schedules referred to therein:

Standard Operating Procedures means the %ﬁ detailing the policies and

procedures in effect at the Facility for the storage (@qd Adistribution of the Product and
that:

(a) have been approved by the
(b) relate to the operating process
carried out and the precauti
made for performing any gi
(© are identified in Annex
(d) are identified for uge-Ar
plicable to a numbgs
other document

the Product is to be collected from, and may include any other additional or replacement
terminal as it may be notified by CP in writing to the Contractor during the Term;

Territory means as at the Effective Date, the state of Queensland.

Warehousing and Distribution means that part of the Services where the Contractor
will receive, store, conduct stock control, pick and prepare shipping orders of the Prod-
uct at the Warehouse in advance and preparation of the distribution and transport of that
Product throughout the Territory; and
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Warehouse mean the premises on which the Warehousing and Distribution of the
Product occurs, the details of which are specified in Schedule 1.

1.2 In this agreement, unless the context otherwise requires:

(a) the singular includes the plural and vice versa; and

(b) a person includes an individual, corporation, partnership, venture, association,
authority, trust, state or Agency; and

(©) time is to time in Sydney, Australia; and

(d) the words “include” or “including” are to be construed withautlimitation;

(e) legislation or a provision of legislation will include a mp tigfy or re-enactment
of it, a legislative provision substituted for it and a reg statutory instru-
ment issued under it; and

)] an “agreement” or “document” is a reference tg th ement or document as
amended, replaced or otherwise varied; and

(9) writing includes reference to printing, typi

r methods of producing

(h) disclosure of Confidential Information on & ‘ne 0 know’ basis means that dis-

, onfidential Information for the

purpose of this Agreement or to ass$ist t arty with complying with its obliga-

his Agreement; and

gy, other parts of speech and grammat-

ve a corresponding meaning;

do not affect interpretation; and

a/thing includes an obligation not to permit that
hnel; and

® if a word or expression is given
ical forms of that word or ex i0

0] headings are for convenie

(K) an obligation of a Par

U
(m)
(n)

(0)

2 TE

This A@s%:aent will commence on the Effective Date and will continue in force until the
End Date, ess terminated earlier in accordance with clause 12.3.

3 ENGAGEMENT OF THE CONTRACTOR

3.1 CP’s overriding obligations

CP is responsible for conducting the logistics of CAS in the Territory. As a result, CP has
a number of obligations to GW that it must meet under the Head Agreement and the GW
Technical Agreement, as well as certain regulatory obligations to the TGA and a number
of obligations it must satisfy for the benefit of Queensland Health.
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3.2 Engagement of the Contractor

In the context of the overriding obligations described in clause 3.1, CP has agreed to
engage the Contractor to provide the Services subject to the following conditions:

(a) This Agreement does not in any way represent an offer to the Contractor to en-
gage the Contractor for any further Term or to provide services other than in re-
lation to CAS; and

(b) This Agreement is entirely conditional on the existence of both the Head
Agreement and the GW Technical Agreement. The Contractor acknowledges

that if CP does not enter into the Head Agreement and W Technical
Agreement by the date that is thirty (30) days after the Date, CP has the
right to terminate this Agreement under clause 12.3(a ouy liability to the

5 fo sts or expenses
jorm\provided such costs

and expenses were approved by CP prior to thegrbe curred by the Con-

tractor; and
m e of any inherent incon-

(c) The rules set out in clause 3.3 governing
sistency or conflict between the Parties th ANS to arise as a result of the
Schedules and Annexures to this Agre
Contractor for inclusion in this Agree

3.3 Inconsistency with Head Agreemen

(a) If a conflict exists between
a Schedule or any part of

€ t Terms and Conditions and any part of
re (with the exception of the GW Technical
ement Terms and Conditions will prevail

(b) [ f Anconsistency that arises between the obligations to be

ead Agreexient or the GW Technical Agreement, the Contractor
at CP’s obligations to GW will prevail, without liability to CP

nt. In that event, CP will advise the Contractor in writing of
advise the Contractor as to what action needs to be taken,

4.1 Reliance on the Contractor

Consistent with clause 3, the Contractor acknowledges that CP is not in the business of
providing or otherwise managing others to provide any logistical CAS supply chain ser-
vices as well as any services for Warehousing and Distribution. The Contractor further
acknowledges that CP is relying on the Contractor not only to comply with the terms of
this Agreement but to consult with and advise CP on any activities or deliverables (other
than what is specified in this Agreement) that must be carried out and completed by the
Contractor in order to allow CP to satisfy its overriding obligations in 3.1 and so as to
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mitigate risk of complication, delay or expense at any and every stage of the logistical
CAS supply chain from collection at the Terminal, brokerage and clearance at customs,
Warehousing and Distribution and all other transportation throughout the Territory, of a
high risk, temperature controlled Product.

Warranty as to Contractor’s Skill and Experience

The Contractor warrants to CP it has the necessary knowledge, skills and experience,
sufficient resources and an adequate level of network support along with appropriate
technological backing such that the Contractor is well placed to provide the Services.
The Contractor also warrants that, consistent with clause 4.1, italsQ has the capacity to
provide any requisite advice and recommendations to CP a -@u Optain all clearance
duty rates and all duty concessions where possible. In additiog/ the )Rarties agree that
the warranties and indemnities provided by CP to GW under the Technical Agree-
ment are taken to be given by the Contractor to CP, in favoyraf GW, in this Agreement
to the extent that they relate to the Services.

PROVISION OF SERVICES BY THE CONTRAC]I(OD%

5.1

5.2

V(O
Provision of Services
il clauses 3 and 4, the Contractor
is/Xgreement and to do the following:

Taking into account the acknowledgement
agrees to provide the Services on th ms

(a) commence the Services no jatery he Commencement Date. If CP has not

entered into both the Head - ent’and the GW Technical Agreement by the

Commencement Date e } ractor will not be required to commence the

Services until it regé ritten notice from CP that both the Head Agreement
ﬂ nt have been entered into;

(b)

(c) plete each activity in the Quality Technical Standards and

(d) eliverables in accordance with the Timetable and if not specified

(e) intai urate Records and accounts regarding the performance of the Ser-

Standard of Performance for Services

The Contractor must provide the Services using all due care and skill and in a profes-
sional manner reasonably expected of a Contractor qualified, competent and experi-
enced in providing services of a similar nature to the Services to be provided under this
Agreement. Accordingly, the Contractor agrees to:

(a) provide the Services to a standard fit for the Purpose; and
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(b)

(©)

(d)
(e)

]
()]
(h)

)
(k)
()

(m)

(0)

comply with the terms of the GW Technical Agreement (particularly those re-
quirements set out in the Checklist of Responsibilities) as if it, rather than CP
was a party to that agreement; and

not do anything to impede or prevent CP from complying with any of its obliga-
tions under the Head Agreement or the GW Technical Agreement (but only if CP
has provided prior written notice of the agreement and CP’s obligations under
the agreement to the Contractor); and

not do anything to place CP in breach of a regulatory obligation to TGA; and
take all reasonable steps to ensure it is not responsible (partly or wholly) for any
conduct that may cause CP to be in default of the Head Agreement or the GW

comply with all Applicable Laws governing the p grvices; and
obtain and maintain all requisite licences, certi uthorities required un-
der Applicable Law or by virtue of other relevan regulations in order to
greement; and
not do anything to hinder the provision af{Sérvices/or that would cause either
Party to breach their obligations under an
not to do anything contrary or harmf
research institution and Agen
comply with any applicable
Contractor of from time to time;
not subcontract any part of
consent of CP, such con provided in CP’s absolute discretion. The
Contractor acknowle or any approved subcontractor, CP may impose
ractor agrees to ensure these conditions are
Ibcontractor. The Contractor is at all times re-

eputation as a paediatric hospital,
§actor obligations; and
Ith policy that CP may advise the

met prior to en
sponsible for th

2 and, in the event of a delay or complication affecting the pro-
ices, the Contractor agrees to notify CP immediately and pro-
extent or likely extent of the delay or complication and the
ken by the Contractor to address it. If CP agrees that the delay or
arisen beyond the control of the Contractor, CP will agree to a

vide

CP any safety concern that the Contractor or any of its Personnel may have if
any part of the Services are carried out at the premises of CP); and

co-operate with CP and assist CP to mitigate any potential or actual risk that re-
lates to the provision of Services and to which CP has reason to believe it is
exposed under the Head Agreement, the GW Technical Agreement, or because
of its obligations to the TGA.

5.3  Acceptance of Directions
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The Contractor agrees to receive, store, release and distribute the Products in accord-
ance with any additional reasonable instructions provided by CP. The Contractor
must:

(a) co-operate and comply with all other reasonable directions provided by CP, by
the CP Contact, or its Personnel or by any other person notified to the Contractor
by CP as having been authorised to provide direction to the Contractor during the
Term, and the Contractor agrees to ensure its Personnel co-operate and comply
with such directions; and

(b) co-operate and liaise with GW as and when GW requests or as and when CP
requests the Contractor or any of its Personnel (including any subcontractor) to
take directions or receive information from GW; and

(© notify and update the CP Contact at all times, with a
tion between GW and the Contractor as soon as such &

ds of communica-
cation occurs.

5.4 Using Key Personnel, Materials and Resources

The Contractor agrees to:
(a) use the Key Personnel and to ensure it
Personnel in order to effectively provide the

(b) ensure that Key Personnel are made-ava
any reason and at any time, the K
g\éasonably, attempt to reach agreement in
rovided by the Contractor; and

tractor and CP will, at all tim
(c) ensure that all Personnel are_ap riately qualified and hold all necessary li-
cences and approvals requij
Services with due skill anad

(d) ier subcontractors prior approved by CP in ac-
will carry out the collection at the Terminal, the

uct to and from the Warehouse, and delivery to the

(e) for all acts and omissions of any courier subcontrac-

der (d) above in connection with the provision of the Services;
ehouse and the Facilities will at all times be appropriately
ained in good working order and condition; and

e of Product at the Warehouse and during transport complies with
GW Technical Agreement; and

y of CP’s Materials in accordance with any directions or conditions that
pecified in Schedule 1 which are agreed by the Parties as applicable to the

()
()]
(h)

the ©ontractor to effectively carry out and provide the Services in accordance
with the conditions in Schedule 1; and.

)] co-operate with CP in the event that any number of Standard Operating Proce-
dures require amendment or replacement taking into account the requirements
of GW or any reasonable requirement of CP.

5.5 Supply of services to others

CP Acquisition of Services Agreement V1.1116 11 | Page

D@H‘:'DL 17/1“@11 RTI Page 11


http://www.health.qld.gov.au/hsq/

HealthSupport

Queensland

This Agreement does not prevent or restrict the Contractor or any of its Key Personnel
from providing services of any kind to any other person or entity. Notwithstanding that,
the Contractor must not provide any services to any other person if doing so would cre-
ate a conflict with CP’s best interests or it would otherwise adversely affect the Con-
tractor's ability to provide the Services in accordance with this Agreement. The Con-
tractor must ensure its Key Personnel are not hindered or prevented in any way from
providing the Services at any time.

6 CP Obligations

6.1 Provision of Materials and Information

Just as the GW Technical Agreement has been annexed, C eep/to provide to the
Contractor any other relevant information or any of its r e Contractor that
the Contractor may reasonably request and require for 4ge inproviding the Services.

6.2 Payment of Services Fees

CP will make payment of the Services Fees to the C subject to the following:

(a) in accordance with the Payment Schg 15 of Schedule 1, and on CP’s

(b) the Contractor must not be i

(c) CP must be satisfied that the
Deliverables are progressingAmns

Agreement; and
Services and the completion of the
ce with this Agreement. CP may, in its

(d) if the Contractor 4 stered for GST, then clause 14 applies and a Correctly
9 ifst be issued by the Contractor to CP, but if the

Contractor is not regiStered for GST then an invoice with an ABN reference

stating “no,GST applicakle” is to be provided; and

withhold payment of any invoice until it has received such form

ibed by the relevant State Government authority from time to

(e)

6.3 Addi liverables or activities

g Contractor, from time to time, may be required by CP to perform other ac-
(les or provide additional deliverables over and above what is already con-
or contemplated in this Agreement. CP will advise the Contractor in writing
of any additional activities or deliverables required and the Contractor may
submit a reasonable request for a variation of the Services Fees payable having
regard to additional resources required or other reasonable costs associated
with such a variation.

(b) A variation referred to in (a) above, including any variation to the Services Fees,
must be agreed by both Parties; and be confirmed in writing by CP to the Con-
tractor (including by email), prior to the Contractor performing the activities or
providing the additional deliverables comprising the variation.
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7 USE OF DELIVERABLES AND MATERIALS

7.1  Ownership of Materials

The ownership of Materials will remain vested solely in the Party that provided them for
use (Provider). The Parties agree that ownership of, and Improvements made to, Ma-
terials during the Term, including Improvements to Provider's Background Intellectual
Property inherent in any Material, will vest absolutely in Provider. If Improvements to
Materials or to Background Intellectual Property do not automatically vest in Provider,
the other Party agrees to co-operate by executing all documents and authorisations,
and doing all acts necessary to assign all rights to Provider.

7.2 Use of Deliverables

(a) The Parties acknowledge that their Materials (i y Background Intel-

Accordingly, each
(including any Back-
rable only in connection
igns or terms of use that may

be specified in Schedule 1 and any further ions agreed to by the Parties
(b) , Background Intellectual Property

made and new Intellectual Property
P with a royalty free, ongoing perpetual,
ce, modify, adapt, publish, communicate

(c) . dal Property or Materials used by the Contractor

erables
8 CONFIDEN}’&TY, P CY AND PERSONAL INFORMATION

V4
8.1 Use of Confidenti formation by the Parties

The Z¢ for may only use Confidential Information solely for the purpose of providing

¢s and jnust only disclose Confidential Information to its Personnel strictly on
a need now basis. CP will only use the Confidential Information of the Contractor
strictly fox the Purpose and to monitor and direct the Contractor in providing the Ser-
vices.

ribed in clause (b) above.

8.2 Nondisclosure

(a) Each Party will not, and will ensure its Personnel do not, either during the opera-
tion of this Agreement or at any time thereafter, use or disclose to any person or
entity any Confidential Information of the other Party. For avoidance of doubt this
includes information resulting from the Contractor’s activities pursuant to this
Agreement.
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(b) The obligations of confidentiality in this Agreement do not apply to Confidential
Information that enters the public domain other than due to a breach of an obli-
gation of confidence under this Agreement or any other agreement.

(©) If a Party is required by law or a court of competent jurisdiction to disclose the
Confidential Information of the other Party, it will give the other Party notice as
soon as reasonably practicable after becoming aware of the requirement to dis-
close in accordance with this clause.

8.3 Security

The Parties agree to take all reasonable precautions to prevent any unauthorised dis-
closure of Confidential Information. This includes storing Confidenftal Information safely
and securely at all times, notifying each other immediatel ig of any actual,
threatened or suspected unauthorised disclosure of any Coxfidentigl Information and
taking all reasonable measures to minimise risk for u orised-disclosure of Confi-
dential Information that is related to or results from an 0 e to act by either Party.

8.4  Acknowledgement by Contractor

(a) The Contractor agrees to provide any info ¢gonnected with the Contrac-
tor’'s provision of the Services requested © 0 assist CP in relation to any
3y for unauthorised use, copying

(b) The Contractor agrees to en [ sonpel sign a confidentiality agreement
in a form provided by CP or as 0 [ pproved by CP if CP requests such an
agreement be signed (particuta

l[adse 5.4(b)).
amages may be an inadequate remedy for

(©)

8.5 Personal Information

(@)
(b)

(©)
(d)

grformance of the Services, unless required or authorised by Law;
(e) disclose Personal Information without the Consent of CP, unless required or
® not transfer Personal Information outside of Australia without the Consent of CP;
(9) ensure that access to Personal Information is restricted to those of its employees
and officers who require access in order to perform their duties under this
Agreement;
(h) ensure that its officers and employees do not access, use or disclose Personal
Information other than in the performance of their duties under this Agreement;
0] ensure that its agents and sub-contractors (including the Key Personnel) who
have access to Personal Information comply with obligations the same as those
imposed on the Contractor under this clause 18;
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)] fully co-operate with CP to enable CP to respond to applications for access to, or
amendment of a Document containing an individual’s Personal Information and to
privacy complaints; and

(k) comply with such other privacy and security measures as CP reasonably advises
the Contractor In Writing from time to time.

8.6 Deed of Privacy

The Contractor must, if requested by CP during the Term, obtain from its Personnel
engaged for the purposes of this Agreement, an executed deed of privacy in a form
acceptable to CP.

8.7 Notification of breach

The Contractor must immediately notify CP on becoming awaxg’df any breach of clause

8.5.
9 LIABILITY ANDINDEMNITY

c/

9.1 Limitation of liability of CP
The liability of CP to the Contractor in connegt [ Agreement shall be limited to
the total of all amounts duly payable by Is Agreement during the Term.
elate to

This limit will not apply to the extent cl :
(a) personal injury or property da&ﬁered as a result of CP’s breach of a duty
n

or obligation or any neglige 0 | act or omission or wilful misconduct on
CP’s part; or

(b)  any penalty, chayg @ e issued to the Contractor or its subcontractor in con-
nection with the N ne or unexpected storage of the Products at the Ter-
minal resulting from a~xdelay in processing or detention of those Products to the

extent thadelay or detention was not caused or contributed to by the Contractor

or its syhcon r, or

(c) th or being required to defend a claim, suit or proceeding brought by a
hird party o hority in connection with CP’s handling and supply of the Prod-
@ er its delivery by the Contractor to the Agreed Destination; or

e/ Contractor being required to defend a claim, suit or proceeding brought by a
thi arty or authority in connection with an Adverse Event relating to the use of
the Product.

(d)

9.2 Scope of Indemnity

The Contractor indemnifies CP (on a continuing and full indemnity basis) from and
against any and all Liabilities and Loss suffered or incurred by the Contractor or by CP
(including all reasonable legal costs and expenses associated with CP seeking to en-
force this indemnity) in connection with, or resulting from:
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(a) the use of a Deliverable, Material or other information or document by the Con-
tractor in breach of this Agreement;

(b) any act or omission of the Contractor (whether negligent or not), including any
act or omission of its Personnel, its courier subcontractor or any other subcon-
tractor, that:

0] is a breach of any of the obligations owed by the Contractor in this
Agreement including any obligations of confidentiality; or
(i) is a breach of a duty or obligation that the Contractor has under an Ap-

plicable Law whether or not it affects the performance and provision of
the Services to CP in any manner; or

(iii) places CP in breach of its agreement with a thi
Agreement or the GW Technical Agreement but
prior written notice of the agreement and obligat
agreement to the Contractor; or

(iv) results in CP breaching a specific obliga

iy {Ncluding the Head
i P has provided
fons under the

or regulatory requirement
[ a position where it is
gquirement of an Agency; or
ther as a result of:

(V)
(A) te@ at the Terminal in accordance with

(B) [ redor distributed in accordance with this

©

subjected to all requisite quality assurance
inal, at the Warehouse or at all other rel-

(c) iRe or charge issued to CP or to the Contractor or its subcontractor

nal as a result of a delay in processing or other detention of
icluding all costs and expenses associated with release and
Product through customs but only where the delay or detention
ed by the Contractor or its subcontractor and not where the delay or

saving to defend a Claim, suit, demand, action or proceeding brought by a
third party (including GW or a regulatory Agency) that arises out of, relates to, or
results from any of (a), (b) or (c) or all of the above.

(d)

9.3 Survival of Indemnity
The indemnity in clause 9.2 survives the Term.
9.4 Reimbursement
CP Acquisition of Services Agreement V1.1116 16 | Page
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The Contractor will immediately reimburse CP for Loss referred to in clause 9.2 that is
incurred by CP without CP having to seek enforcement of the indemnity.

Apportionment of Liability

The Contractor’s liability to indemnify CP under clause 9.2 will be reduced proportionally
to the extent that any negligent or wrongful act or omission or wilful misconduct on CP’s
part contributed to the relevant Loss or Liability.

INSURANCE

11

@)

(b)

(©)

(d)

the nature of the Services but agrees to take out all
specified in Schedule 1 and in the amounts specif}

o
b

The Contractor warrants that it has taken out all insur equired at law given
the r isite insurances
CPOr each policy.

mplementing additional
e intended scope of the
arises.

insurances if reasonably required in orde
indemnity in clause 9.2 and if any other ins
Each policy must be maintained durj :
ance company and kept in force d erm and for a reasonable period
following given its obligationg~o in ify,) If requested by CP, the Contractor
must provide CP with a certific fC for each insurance policy.

The Contractor must notify CP_i igtely of any cancellation or non-renewal of
the insurance policies refer this’clause 10.

DISPUTE RESOLUTIONm

(@)

(b)

Subject to clause low, if a dispute arises out of or in connection with this
Agreement, includin each or any claim at law, in equity or pursuant to any
statute (wifhnthe exception of the Parties’ rights in clause (b) below), the Parties

to this t, agree to follow the process in (b) below before having re-

claiming that a dispute has arisen, must give written notice to the
ty, specifying the nature of and all details of the dispute; and
Each Party must appoint Personnel who have the full power and authority
re time of the dispute to negotiate and to resolve disputes on behalf of
the Party. The Parties must ensure that the Personnel they appoint acts
with due respect for the intent of the bargain made by the Parties on entry
into this Agreement and that they do not act arbitrarily or capriciously or
with an intention to cause harm; and
(iii) Unless otherwise directed in this Agreement, if the dispute cannot be
resolved by the Parties under clause 11(b)(ii) above within 7 days or any
further period agreed to by the Parties in writing, the Parties must en-
deavour to settle the dispute by a mediation administered by Australian
Disputes Centre (ADC); and
(iv)  The mediation will be conducted in accordance with ADC Guidelines for
Commercial Mediation which operate at the time the matter is referred to
ADC and are deemed to be incorporated into this agreement; and
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()] The Parties agree to be responsible for their own costs of mediation.

(c) Nothing will prevent a Party from seeking any other remedy which may be
available in law or equity including that of injunctive relief (without having to
prove any loss or damage) to protect its interests in the event of:

0] a breach or a threatened breach of this Agreement or the Party’s Confi-
dential Information; or
(i) infringement or a threatened infringement of the Party’s Intellectual

Property Rights,
where damages may be an inadequate or inappropriate remedy, and/or to seek
an order for specific performance.
(d) To the extent it is reasonably possible for the Contractg ”:'9» so; the Contractor
will continue performing its obligations under this Ag @ ent\irrespective of a

dispute.
12 ENDING THE AGREEMENT @\\
N4
12.1 Completion of Services
This Agreement may be ended on a date earlie End Date by mutual agree-
ment between the Parties. The Parties must in writing the new End Date.

12.2 Notice of Default

If the Contractor breaches this Agreem
capable of remedy, CP will providg
details of the breach, the steps tha
and a reasonable time frame_in why

P’s reasonable opinion the breach is
notice to the Contractor setting out the
taken by the Contractor to rectify the breach
ontractor must rectify the breach.

12.3 Termination by CP Q
CP may terminate this Agraément immediately by giving notice in writing to the Con-
tractor:

(a) if CP does n ter into either (or both) of the Head Agreement or (and) GW
ical Agre t, by the date that is thirty (30) days after the Effective Date;

(b) th) of the Head Agreement or (and) GW Technical Agreement is
2 for any reason during the Term; or
(©) @ ) ends for any reason and CP no longer requires the Contractor to provide
fces; or
(d) ' Contractor suffers an Insolvency Event; or
(e) Nthe Contractor has committed a breach of any of the provisions of this Agree-

and has failed to rectify that breach within the time frame specified in the
notice referred to in clause 12.2; or

Q) if the Contractor has breached a material term of this Agreement, which in the
reasonable opinion of CP is not capable of remedy; or
(9) if the Contractor has engaged in conduct which in the reasonable opinion of CP

has created a conflict of interest that CP believes cannot be managed having
regards to the Purpose and CP’s functions as an Agency.

12.4 Termination by the Contractor
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The Contractor may terminate this Agreement immediately by giving notice in writing to
CPif:

@) CP does not enter into either (or both) of the Head Agreement or (and) GW
Technical Agreement, by the date that is forty five (45) days after the Effective
Date

(b) either (or both) of the Head Agreement or (and) GW Technical Agreement is
(are) terminated for any reason during the Term; or

(© CP has committed a breach of any of the provisions of this Agreement and has
failed to rectify that breach within a reasonable time frame notified by the Con-
tractor to CP; or

(d) CP has breached a material term of this Agreement,
opinion of the Contractor is not capable of remedy; or

(e) The parties have not reached agreement on ne reasenable Services Fees
applicable under this agreement within two (2) a Fee Review Date (as
defined in Schedule 1 Item 14).

the reasonable

13 ON THE END DATE OR ON TERMINATION m
N

(a) The Contractor must stop prowdmg
termination of this Agreeme
able alternative date (after the Oate of termlnatlon) is notified by CP

[ to effectively bring the Services to an end.

(b) armination will not affect any accrued rights or remedies either party may have.

(© SubjEct to clause (d), CP will pay Services Fees to the Contractor in respect of
the period prior to termination in accordance with this Agreement.

(d) On termination of this Agreement, or at any other time, CP reserves the right to
deduct from the Services Fees payable as at the date of the termination any
amounts which the Contractor may owe to CP including but not limited to any
debts owing to CP by the Contractor, any overpayments of the Services Fees
and the replacement value of any property the Contractor has not returned within
seven days of a written demand for the return of such property.
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14 GST

(a) Unless stated otherwise and subject to this clause, the Services Fees and any
other amount required to be provided under any other provision of this Agree-
ment, is calculated to be GST exclusive.

(b) If GST is payable in relation to a supply made by the Contractor to CP under this
Agreement then CP will pay to the Contractor an additional amount equal to the
GST payable on that Taxable Supply.

(© The Contractor may not recover an additional amount for GST unless and until a
Correctly Rendered Tax Invoice for the Taxable Supply to which that additional
amount relates is issued by the Contractor and delivereg+to

(d) If any amount to be paid by CP to the Contractor is c
amount, cost or expense incurred by the Contractor
required to pay the Contractor will be reduced

t of any input tax

credit to which the Contractor is entitled in re at amount, cost or ex-
pense.

(e) The Contractor indemnifies CP in respect ductions or liability that
the Australian Commissioner of Taxation recover from CP in respect
of all and any amounts which CP pays to actor under this Agreement,

including the Services Fees.

15 FORCE MAJEURE : )/)

Where a Party is unable, wholly or in p reason of Force Majeure, to carry out an
obligation in this Agreement, that P V|de written notice of the Force Majeure
to the other Party and include rea rticulars of the Force Majeure including the

extent and period to WhICh able to perform an obligation. The Parties
far as the Party is affected by Force Majeure

e,Force Majeure the Party will not be in breach of

sonable extension of time by
fected Party doing~everything

possible).
16 GENERALK

16.1

e other Party to perform its obligations subject to the af-
easonably expected of it to end the Force Majeure (if

(a) it must not in any way represent itself and ensure that its Personnel do not rep-
resent themselves as employees of CP. The Contractor has no authority to
incur, and will not incur, any obligation on behalf of CP; and

(b) it does not acquire any right or interest in any of the Products. Accordingly, the
Contractor must not encumber the Products or allow such Products to be en-
cumbered in any way or otherwise treat the Products as security for payment;
and
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(© Subject to this Agreement, the Contractor is solely responsible for controlling the
manner in which the Contractor provides the Services, the location at which the
Services are provided and the hours worked.

16.2 Responsibility for own costs

The Contractor will provide the Services at its own cost, and unless expressly authorised
or approved by CP, will not be entitled to be reimbursed by CP for any out of pocket
expenses incurred by the Contractor in connection with the provision of the Services.
In particular and further to the acknowledgements made in clause-16.1, the Contractor is
solely responsible for:

(a) all costs, fees, expenses and charges for any tral'g 9
its Personnel to be able to perform the Serwces

(b) all costs relating to compliance with all Applicab b
guirements affecting or applying to the Conjrastor or the Services; and

(© all payments relating to income tax, payrp tax deduction and other
taxes and levies (including GST Law) and 2ll/paymyents imposed on an employer
for any working directors and Persoprrelhwho~afeé employees or otherwise en-

gaged workers or subcontractors of
(d) all applicable payment of fe

the Contractor in accordan
(e) Despite this clause

ucts to the extent that delay or detention was not caused or
co ted to by the Contractor or its subcontractor; and

the destruction costs for rejected or returned Products (at cost) in the
eveht of a recall, stock recovery, withdrawal or defective shipment.

16.3 Notices

(a) A notice or other communication connected with this Agreement, including a
request for consent arising under any provision of this Agreement has no legal
effect unless it is in writing and must be signed by a person authorised by the
Party.

(b) In addition to other methods of service provided by law, the notice may be sent
electronically by email or by pre-paid post to the address of the addressee set
out in Schedule 1 or to any other address last notified by a Party as their point of
contact;

CP Acquisition of Services Agreement V1.1116 21 | Page

D©H=‘DL 17/1=©11 RTI Page 21


http://www.health.qld.gov.au/hsq/

HealthSupport

Queensland

16.4

16.5

16.6

16.7

16.8

16.9

16.10

(©) If posted by regular Australia Post to an address within Australia, the date of de-
livery will be deemed to have occurred six (6) Business Days after the date of
posting. If posted to an address outside of Australia, the date of delivery will be
deemed to have occurred ten (10) Business Days after the date of posting. If
emailed, the date of delivery will be deemed to be the date recorded on the de-
vice from which the Party sent the email, unless the sending Party receives an
automated message that the email has not been delivered.

(d) If delivery or transmission is completed after 5.00pm on a Business Day or on a
day that is not a Business Day, the notice is taken to have been received on the
next Business Day. The notice must be in readable form and capable of being
reproduced on paper.

Authority to enter into Agreement

The Parties warrant to each other they each have the p r and authority to enter
into this Agreement and that the person signing on be a Party has been given full
power and authority to enter into this Agreement o t Party.

Amendment

This Agreement may only be amended in wy ed by the Parties.

No assignment

The Contractor must not assign all or a its rights or obligations under this Agree-
ay without consent of the Contractor as-
sign all or any of its rights or obliga der this Agreement.

Own costs

Each party must pay y nSes incurred in negotiating and executing this
Agreement.

No waiver

A failure or orAigsion Party at any time to enforce or require strict or timely compli-

ance with rovision™eaf this Agreement or any forbearance, delay or indulgence

the other will not constitute a waiver of the Party’s rights.

greéement will continue in full force and effect. For avoidance of doubt this in-
cludes the ®ngoing benefits to CP of all indemnities contained within this Agreement. ,
The obligations of confidentiality referred to in this Agreement will survive the End Date
or other termination of this Agreement for a period of three (3) years and the provisions
for dispute resolution will continue to address any dispute that may arise between the
Parties.

Entire Agreement

This Agreement contains the whole agreement between the Parties in respect of the
subject matter of the Agreement and supersedes any prior written or oral agreements
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representations, statements and understandings in relation to the subject matter of the
Agreement.

16.11 Severance

Any provision of this Agreement which is illegal, void or unenforceable will be read down
or be severed without prejudice to the balance of the provisions of this Agreement.

16.12 Counterparts

This Agreement may be executed in any number of counterparts. All counterparts
taken together will be taken to form one Agreement. The may execute this
Agreement and all other documents contemplated by this 2
counterparts of those documents by electronic mail. The Paktiég agree that the receipt
of such executed counterparts will be binding on the P and igi
nals.

16.13 Governing Law and jurisdiction
This agreement is governed by the law in force i ;
the exclusive jurisdiction of the courts of Queens and, and any court that may hear ap-

peals from these courts. @

N
&

CP Acquisition of Services Agreement V1.1116 23 | Page

D©H=‘Dﬂ= 17/1=‘©11 RTI Page 23


http://www.health.qld.gov.au/hsq/

HealthSupport

eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee

DOH-DL 17/13 @11


http://www.health.qld.gov.au/hsq/

DO

HealthSupport

Schedule 1 - Detalls

J];II]:D”:. 17/1=‘©11 RTI Page 25


http://www.health.qld.gov.au/hsq/

HealthSupport

s.73 - Irrelevant information (commercial)

CP Acquisition of Services Agreement V1.1116 26 | Page

D©H=‘Dﬂ= 17/1=‘©11 RTI Page 26


http://www.health.qld.gov.au/hsq/

HealthSupport

s.73 - Irrelevant information (commercial)

CP Acquisition of Services Agreement V1.1116 27 | Page

D©H=‘Dﬂ= 17/1=‘©11 RTI Page 27


http://www.health.qld.gov.au/hsq/
mailto:graeme.johnston@linkhealthcare.com.au
mailto:qa@linkhealthcare.co

HealthSupport

s.73 - Irrelevant information (commercial)

CP Acquisition of Services Agreement V1.1116 28 | Page

D©H=‘Dﬂ= 17/1=‘©11 RTI Page 28


http://www.health.qld.gov.au/hsq/

HealthSupport

D©H=‘Dﬂ= 17/1=‘©11 RTI Page 29


http://www.health.qld.gov.au/hsq/

HealthSupport

Queensland

Schedule 2 —Deliverables

Deliverables to be provided by the Contractor Timetable
(some of which have been included from the Head
Agreement)
1. To obtain all licences, permissions, authorisations, Prior to Effective Date of this

consents and permits needed for the importation of the | Agreement

Product ﬁ/\

2. Provide to Australian Customs and Quarantine service | In %{:}?f the Product
all electronic import documents to allow the processing,/{-shipments arrival
of the customs and quarantine clearance formalities %2 ﬂ

3. Have in order, all bill of lading/air waybills, com } Flﬁx{/to collection at the Ter-

invoices and any other relevant documents O al
[~

4, Ensure collection of the Product aftgkcust n Within twenty four (24) hours

gquarantine clearance and delivery IN
[~

5. Ensure CP is copied in to docum on/sent and At the time the process
processed by the Contra icludi received by | commences and at every
the Contractor from G ( > stage the process progresses

6. Provide a suitable system ack the delivery of the As and when it is required by
Product at all stages of the ipution. Report on the | CP or GW

ity of any component of the

tracking and trac
Product i

N
7. Collect a ige Product for insurance purposes Within twenty four (24) hours
{pt for the Products when satis- of Product clearance

a5 to~their quality, quantity and condition. The

@: gontractor must:

2 * ake a visual inspection of the Product to
ify any obvious exterior damage and rec-
ordhon delivery documents if damage was
identified,;

(b) Transport to the Warehouse regardless of

damage to the Product.

The Contractor following delivery of Product to the
Warehouse will report on the visual inspection by tak-
ing photographs (irrespective of any damage being
observed)
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8. If, after such inspection, the Contractor considers that | Notify CP immediately
the shipment is defective in some way, it will notify CP
immediately in writing and specify the reasons, in
compliance with the terms of the GW Technical
Agreement.

9. Carry out a visual inspection of the Product delivered | Within three (3) days of the
and provide confirmation to CP in writing of the fol- Product being delivered at
lowing as well as provide all copies of any documents | Terminal
or records identified and italicised below direct to CP:

(a) the identity, quantity and exterior shipment
packaging and labelling correspond to the rel-
evant forecast for delivery of the Product; ;7

(b) the certificate(s) of analysis for the shipment é
states that the Product conforms in all material
respects to the Product Specifications; a

(c) the shipment appears to be in good conditj
or whether the shipment is in anyway detec Q
and

(d) if the temperature of the shipment
mained consistent with the ire ci-
fied in the Storage and Transp
tions that are contained in nical
Agreement by way of revi data logger
information

~—

10. Collection at the Terminaland orMil point of As and when order from CP is
delivery to Agreed Degfikatio received by the Contractor

11. Deliver to Agreed Destinati Within five (5) days after re-

ceiving the purchase order
AN

12. Conduct an andlt%}{&f, withdrawals and correc- As and when required
tions of a ct in actordance with the terms of
the GW reement and provide to CP a full
docu?}"n\‘tsq reportef’such process carried out1.

Lo | O e e e o es Mal® | A and uhen reasonby e
use 0 e Materials are comprised in a Deliverable quwed by CP in order to sat-
itself) isfy the Purpose.
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Schedule 3 — Quality Technical Standards and Activity List

The following definitions apply to the Quality Technical Standards and Activity List set out in this
Schedule 3:

ADVERSE EVENTS means any untoward medical occurrence in a patient administered a me-
dicinal product and which does not necessarily have a causal relationship with the treatment.

CHANGE REQUEST means the mechanism used to request and prggesg dny change relating
to the storage, handling, Distribution and/or shipping of the Product tha i

impact Product quality or which alters the reproducibility of the pregess\Q
store, handle, Distribute and/or ship the Product.

DEVIATION means an event requiring an investigation as itmay a the quality of the
Product, process, equipment or quality management sy ewviations require a full inves-

tigation in all cases, including determination of root cause; Prodyttimpact assessment trend-
ing, and corrective and preventative actions (CAPA Unit formally approves all
deviation investigations/non-conformance reports.

<

HAZARDOUS MATERIALS means any haza S
fined or listed or regulated by any local, stat

and approved licenses, approvals, au-
thorisations, permits, applications z c ' granted by or filed with any governmental

QUALITY MANAGE TEM (“QMS”) means the set of policies, processes and pro-
cedures that the Co tly has in place to enable it to plan, implement and execute
as a core functio Contractor’s business, compliance with CP’s requirements set out in

‘ ans the unit or division of the Contractor that is made up of the Key Per-
sonnel app Py The Gontractor to be responsible for quality and compliance with the quality
standards reguifed of the Contractor under this Agreement, the roles and responsibilities for
any Personnel allgsated to this unit are clearly defined and reviewed annually by the Contrac-
tor.

QUARANTINE means an assigned status for previously released Product on hold pending
completion of an investigation, Product not previously released, or Product requiring re-release
prior to further distribution.

RETURNED PRODUCT means any Product that left the physical control of the Contractor or

CP and was returned back into the possession of the Contractor or the Contractor’ designated
location or CP.
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7 |

P ——

Quality Technical Standards and Activity List

(“QTA”)

RESPONSIBILITIES

Contractor

CP

1.0 Regulatory Requirement

1.0.1

Will obtain and maintain all li-
censes and authorisations as
are required by Applicable Laws
to operate the Facility.

1.0.2

Will, upon request, provide cop-
ies of all documentation neces-
sary for the Contractor to re-
spond to inquiries by an Agency
relating to Product.

2.0 GDP Compliance

2.1 Organization and Personnel

211

Will maintain a Quality Man-
agement System with clearly
defined responsibilities, policies,
and procedures as to comply
with all local regulatory require-
ments.

212

contalners and Product Deyia-

tions based on defined
Product stora itions and
stability testifig data.

219

Will mai cumentatlon
system that ens compliance
with Nocal regifatory li-

other Applicable

General

2.1.10

AN

Maintain a copy of the MSDS.

2.1.11

The Contractor shall not transfer
any Warehouse or Distribution
tasks associated with this QTA
to a 3" party without the
knowledge, approval, and writ-
ten consent of the CP.
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A

i~

Quality Technical Standards and Activity List

(“QTA”)

RESPONSIBILITIES

Contractor

CP

2.2 Buildings and Facility

221

Will only Warehouse the Product
in and Distribute the Product
from Facility (ies) located at the
designated location as indicated
above.

222

Will ensure that the Facility in-
cludes the provision for the
physical separation of all Prod-
ucts on a batch and identity ba-
sis.

223

Will ensure that the Facility in-
cludes the provision for identifi-
able and lockable locations for
the isolation and segregation of
Product assigned a “Reject”
status which the Contractor will

@
2

224

notify CP as not being suitable

for distribution. <
PN

For Products assigned

QUARANTINE status

sure that the Facility inctude

provision for status identifi

and/or physical regation,
and, if applicable, lidated
electronic i ion.

225

t
Will mairtzin peratgthe
Facility in_compli with GDP,
GMP and all Applicable Laws

and ga_ and/or approval re-

2.2.6

Uporhs%ft, will provide CP
with a sumimary of procedure

controls and cleaning methods
that will be implemented to ad-

dress any potential
cross-contamination issues.

227

Will maintain controlled access
into and within the Facility, and
will ensure that visitors are ac-

companied at all times.
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Quality Technical Standards and Activity List  (“QTA”)

RESPONSIBILITIES Contractor CP

2.2.8 | Will ensure that restrooms,
washrooms and refreshment
rooms for employees are ade-
quately separated from the
storage areas; and will ensure X
that the presence of food, drink,

smoking material and medicinal
products for personal use are O
prohibited in the storage areas.

effective pest control program

per Applicable Laws. T~ ,@

2.2.9 | Will implement and maintain an « @ ~—

2.2.10 | Will ensure that any HAZARD- (/( NS

OUS MATERIALS and/or mate- O
rials with the potential to impact

the Product are kept in a sepa-

rate area as required by Appli-
cable Laws.

2.2.11 | Will ensure Product is protected <O %

from weather during unloading
from delivery vehicles, ang+
unloaded in an area separa

from the storage area/ef Z
for signs of damage onxgceipt

and checked against the rele

vant shipping/defivery docu-
mentation. o

2.3 Equipment and/d@ Serwi¢
/™ W

2.3.1 | Wil qual‘ﬁ{a ma}%and cali-
brate-éguipment ant utility ser-

VICEZS iated with Ware-
Distribution of the
Prochictg in accordance with

2.3.2 | Will make and maintain ade-
quate Records of repair,
maintenance and calibration ac-
tivities for key equipment asso-
ciated with Warehousing and
Distribution of the Products.
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Product.

Quality Technical Standards and Activity List  (“QTA”)
RESPONSIBILITIES Contractor CP

2.3.3 | Will execute and document all

necessary validation protocols X

for the various storage environ-

ments.
2.3.4 | Will control, monitor and record

the storage temperature for the X

3.0 Process Controls

3.2 Change Control

3.2.1

Information to CP about planned
changes initiated by LINK that
may impact the Contractual
Products

3.2.2

Information to LINK about

that may impact the Contractual
Products /

X
@
planned changes initiated by CP \@
>

3.2.3

tribution of the Contrac
Product until written &
from CP

Will not implement changes im- &
pacting the Warehouse
—

3.24

Approval of planned change&
initiated by LI ay impact
the Contrac Produgc

4.0 Storage and [er/é,t'ril\)u:tion N4

AN

4.0.1

Pf{od ' ges, tampering
andhs of contamination. If
there are any damages, tam-
pering or signs of contamination,
will immediately place the
Product on hold and inform CP.

4.0.2

Will maintain adequate and

segregated storage areas for
Products in accordance with
specifications, SOPs, CP re-

quirements, GDPs.
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Quality Technical Standards and Activity List

(“QTA”)

RESPONSIBILITIES

Contractor

CP

4.0.3

Will ensure that Products are
stored and packed (for Distribu-
tion) in accordance with the
Product’s labelled storage con-
ditions.

4.04

Will ensure that Products are
Distributed in accordance with
the requirements provided by
CP until the Products are deliv-
ered to CP’s customers.

4.0.5

Will maintain all Product under
appropriate security, and will
have appropriate controls to
prevent Product deterioration,
cross-contamination or mix-ups
of such Product.

4.0.6

Will have Quality terms and
conditions (e.g., a QTA) with
outbound transportation carriers
that meet the requirements of <
GDP, in addition to meeti

the requirements for the/Distr
bution of the Product.

5.3.1

/\
5.3 Material Rejection / Destruc\%
: N4

Will organise d ction of any
rejected or U Product

in accordapceé with Ap ble X
Laws.

5.3.2 | Wilb onsib r docu-
men] \nd shipping rejected or
R uct to an ap- X
pr cility for secure de-

551

Will forward all calls and inquir-
ies relating to Adverse Events,
Product Quality Complaints,
Theft, Diversion and Counterfeit
(including Product suspected of
falsification) immediately to the
Contractor
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Quality Technical Standards and Activity List  (“QTA”)

RESPONSIBILITIES Contractor CP

5.5.2 | Will assist the Contractor in in-
vestigating and resolving all
Product complaints related to X
the Warehousing and Distribu-
tion of the Product.

5.5.3 | Will document and provide CP
with any information relating to
the Warehousing and Distribu-
tion of the Product that is nec-

essary to address a Product @
complaint or event /a

5.5.4 | Will take any corrective and zy
preventative actions agreed to b
by both parties to avoid future X O X
occurrences of Product com-

plaints. N O 0

customer and/or AGENCY, as <
required N\

5.5.5 | Will issue all reports and follow \\L//
up corrective and preventative
actions relating to complaints to @ X
N

5.6 Market Actions /{ %

5.6.1 | Will be responsible for wi \KI{ in
collaboration with the Healt

of any
recall,
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Quality Technical Standards and Activity List

(“QTA”)

RESPONSIBILITIES

Contractor

CP

5.6.2

Will notify CP as soon as rea-
sonably possible, but no later
than one (1) business day, after
any information of which it is
aware of related to the Ware-
housing and Distribution of the
Product that may affect the
safety, efficacy, potency or qual-
ity of the Product or the contin-
ued marketing of the Product.

5.6.3

Will fully cooperate with either
party with requests for infor-
mation and action in a timely
manner in the event of any
market action related to the
Product.

5.6.4

Responsible for notification of
any market action related to the
Product to the appropriate
AGENCY in accordance with
Applicable Laws.

N

5.6.5

Responsible for the manag
ment of any market agfig

lated to the Product.

—

5.6.6

Will fully cooperate in man&g%
ment of the rec withdrawa
operation ﬂ

5.6.7

Will fully te in manage-
ment of the rec withdrawal
opergﬂon\

6.0 Contractéy’Overkight

6.1 Revi &ms/{: f QTA
. eview VISIONn O

6.1.1

Will revithe QTA at a mini-
mum every two (2) years from
the EFFECTIVE DATE unless
required sooner to incorporate
new compliance responsibilities
or significant changes that could
impact the use of this QTA.
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Quality Technical Standards and Activity List  (“QTA”)

RESPONSIBILITIES Contractor CP
6.1.2 | Will obtain written approval from
both parties for any amend- X X

ments to the QTA.

6.1.3 | Will maintain revision control of
the QTA and issue a revised X
document as appropriate. o~

7.0 Dispute Resolution ( /ﬂ

7.0.1 | Product release decisions by the X \%7 X
Contractor cannot be disputed. AN
N\

@VJ
e
>

N
&
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Execution page

Executed for and on behalf of Central
Pharmacy, Health Support Queensland, by
its authorised representative but not so as to
incur any personal liability in the presence

Print Name of Au ised _Representative

Address of Witness Position oA i ed Representative

Date of Signing: .........ccoovviiiiiiiiinnns

Executed by Link Medical Products Pty

in accordance with s127 of the Cgtrparation
Act 2001 (Cth) @

Signature of Directo

Signature of Director /Secretary
(Cross out which is not applicable)

Name of Directo

Name of Director / Secretary
Date of SigNiNg;/. v everrerirariennns (Cross out which is not applicable)
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s.73 - Irrelevant information (commercial)
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Annexure B — Documents to be supplied by CP to GW

s.73 - Irrelevant information (commercial)
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Annexure C — GW Technical Agreement

@@@
N

@
/\\@f
&
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