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Parties 
The State of Queensland acting through Queensland Health (QH) ABN 66 329 169 
412 of 147-163 Charlotte Street, Brisbane, in the State of Queensland, 4000, Australia  

and  

GW Research Limited (GW), incorporated in England and Wales with company 
number 03107561 whose registered address is, Sovereign House, Vision Park, Chivers 
Way, Histon, Cambridge CB24 9BZ, United Kingdom  

 

Background 
A The Queensland government is seeking to develop a better understanding of the 

potential for cannabis and/or cannabis-derived pharmaceutical products to alleviate 
symptoms or potentially treat a range of debilitating or terminal illnesses. 

B As part of its efforts to treat these illnesses, the government of Queensland has funded 
research into the use of cannabis-derived pharmaceutical products for the treatment of 
patients in Queensland with serious illness, including childhood epilepsy. 

C GW is developing a portfolio of cannabinoid medicinal products to meet patient needs in 
a wide variety of indications, including products showing promise in clinical trials for 
treatment of paediatric epilepsy. 

D On 17 June 2016, GW’s parent company, GW Pharmaceuticals plc, entered into a 
Memorandum of Understanding with the government of Queensland setting out the 
terms whereby it and GW wish to collaborate on three separate activities.   

E This Supply Agreement addresses the manner in which GW will supply QH with the 
drug Epidiolex® for the purpose of the second activity described in the Memorandum of 
Understanding.  Specifically, this Activity is an expanded access treatment protocol 
using Epidiolex®  for a small number of patients with severe, drug-resistant childhood 
epilepsy. 

  

 

 

Agreed terms 

1 Interpretation 
1.1 Definitions   

In this Agreement: 

Activity means the expanded access treatment protocol using Epidiolex® for a small 
number of patients with severe drug-resistant childhood epilepsy. 

Agreement means this Supply Agreement and all schedules, appendices and any 
document attached to it. 
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Authorised Prescriber means a medical practitioner authorised by the Therapeutic 
Goods Administration (TGA) who must be:  
(i) a medical practitioner engaged in clinical practice in a hospital and who has been 
endorsed by the ethics committee of the hospital for the purpose of the Activity; or  
(ii) a medical practitioner treating patients outside a hospital setting who has obtained 
endorsement from an appropriate ethics committee for the purpose of the Activity.  

Business Day means any day Monday to Friday (inclusive) on which the major clearing 
banks in London, England and Brisbane, Australia transact business. 

Commencement Date means the date specified in Item 2 of schedule1. 

Compassionate Access Scheme (CAS) means the name used by the Queensland 
government that applies to the supply of Epidiolex® to Authorised Prescribers. 

Confidential Information means information that is by its nature confidential, is 
designated by a party as confidential, or that a party knows or ought to know is 
confidential and includes: 

(a) data or personal information created, collected or captured by QH in connection 
with this Agreement;  

(b) ’confidential information’ about any patients as defined in section 139 of the 
Hospital and Health Boards Act 2011 (Qld); and 

(c) information concerning the business or affairs of QH, and information concerning 
the business or affairs of GW or any other member of its Group, including 
information relating to GW’s operations, processes, plans, product information, 
market opportunities and customers, 

but does not include information which: 

(d) is or becomes, without breach of confidentiality, public knowledge; or  

(e) forms part of a party’s general skill and knowledge. 

Delivery Date means the date or period specified in Item 6 of schedule 1 for the 
delivery of the Product. 

Delivery Site means the location for delivery of the Product.  

Forecast means QH’s anticipated supply needs of the Product  for the six (6) calendar 
quarters following the date of the Forecast, which, as at the Commencement Date, is 
specified in Item 14 of schedule 1.  

Group means, in relation to a company, that company, its subsidiaries, a holding 
company, and/or any of its subsidiaries. 

Initial Period means the date or period specified in Item 3 of schedule 1.  

Product means the unapproved, developmental pharmaceutical product described in 
Item 1 of schedule 1. 

Product Specifications mean the manufacturing and quality control specifications 
prepared by GW for the Product as they are set out in Item 4 of schedule 1. 

Project Manager means the persons described in Item12 of schedule 1. 

Standard Operating Procedures means the written procedures, protocols or manuals 
of GW that describe tasks and assign role responsibilities relating to the manufacture of 
Product.. 
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Storage and Transport Specifications mean the minimum standards and 
requirements that have been specified for the storage and transport of the product. 

Technical Agreement means the agreement between the parties attached at Appendix 
A that includes the Product Specifications, the Storage and Transport Specifications, 
and the requirements for manufacturing, packaging, quality control testing, and release 
of the Product—including procedures for managing the recall of the product and other 
issues in relation to the Product at the location where the Product is stored. 

Terminal means the first designated Delivery Site of the Product in Australia. 

1.2 Construction 
Unless expressed to the contrary, in this Agreement: 

(a) words in the singular include the plural and vice versa; 

(b) any gender includes the other genders; 

(c) if a word or phrase is defined its other grammatical forms have corresponding 
meanings; 

(d) “includes” means includes without limitation; 

(e) no rule of construction will apply to a clause to the disadvantage of a party merely 
because that party put forward the clause or would otherwise benefit from it; 

(f) a reference to: 

(i) a person includes a partnership, joint venture, unincorporated association, 
corporation and a government or statutory body or authority; 

(ii) a person includes the person’s legal personal representatives, successors, 
assigns and persons substituted by novation; 

(iii) any legislation includes subordinate legislation under it and includes that 
legislation and subordinate legislation as modified or replaced; 

(iv) an obligation includes a warranty or representation and a reference to a 
failure to comply with an obligation includes a breach of warranty or 
representation; 

(v) a right includes a benefit, remedy, discretion or power; 

(vi) time is the local time in Brisbane; 

(vii) “$” or “dollars” is a reference to Australian currency; 

(viii) writing includes any mode of representing or reproducing words in tangible 
and permanently visible form, and includes fax transmissions; 

(ix) this Agreement includes all schedules, appendices and annexures to it; and 

(x) a clause, schedule, appendix or annexure is a reference to a clause, 
schedule, appendix or annexure, as the case may be, of this Agreement; 

(g) if the date on or by which any act must be done under this Agreement or is not a 
Business Day, the act must be done on or by the next Business Day; and 

(h) where time is to be calculated by reference to a day or event, that day or the day 
of that event is excluded. 

1.3 Headings 
Headings do not affect the interpretation of this Agreement. 
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2 Project Management 
2.1 Role of Project Managers 

The parties will appoint Project Managers who will serve as the liaison and point of 
contact between them.  A Project Manager will have the authority to represent its 
respective organisation in all day to day matters that relate to the supply and distribution 
of the Product.  

QH and GW will each appoint the individual identified in Item 13 of schedule 1 as its 
Project Manager and may, from time to time, replace or remove the Project Manager by 
giving written notice to the other Party.   

2.2 Liaison—monthly reporting by QH 
The QH Project Manager must, not less than once per calendar month, send an email 
to the GW Project Manager to update and report on the following matters: 

(a) the anticipated start date of the Activity; 

(b) the Activity initiated, completed or continuing to be performed; 

(c) Details of progress of the Activity; 

(d) the anticipated completion date of the Activity; 

(e) the number of patients enrolled in the Activity, 

(f) the volume of stock of each Product held by  QH or its agent, Link Medical 
Products Pty Ltd (Link Healthcare); 

(g) the volume of stock of each Product at each clinical site; 

(h) the volume of stock with each Authorised Prescriber and 

(i) the volume of Product delivered to each Authorised Prescriber during the prior 
calendar month (if any).  

2.3 Liaison—Quarterly Reporting by QH 
The QH Project Manager must, not less than once per calendar quarter, provide GW an 
updated Forecast that covers the next six (6) calendar quarters or until expiry of the 
Term (whichever is sooner). 

2.4 Liaison—Quarterly Meetings of Project Managers 
The Project Managers will meet by telephone not less than once each calendar quarter 
to:   

(a) discuss the status of the Activity; 

(b) discuss QH’s Product needs; 

(c) finalise the Forecast, and  

(d) review the operation of this Agreement. 

Dates of meetings will be agreed between the Project Managers not less than twenty 
one (21) days prior to the quarterly meeting.  

The first meeting of the Project Managers will take place no later than fifteen (15) days 
after the Commencement Date.  

Project Managers may request special meetings by providing the other Project Manager 
with reasonable, written notice of the request.   
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2.5 QH’s Forecast of Product Requirement 
In accordance with Item 14 of Schedule 1, QH agrees to provide GW with a quarterly 
update to its Forecast of Product supply requirements.   

3 Term and termination 
3.1 Term of Agreement 

This Agreement will commence on the Commencement Date and continue until the end 
of the Initial Period.  

3.2 Termination 
(a) Without prejudice to its other rights or remedies, either party may terminate this 

Agreement immediately on written notice to the other party if the other party is: 

(i) In material breach of any of its obligations under this Agreement and either 
that breach is incapable of remedy or the party has failed to remedy the 
breach within thirty (30) Business Days of being notified of the breach; or 

(ii) becomes insolvent or is otherwise subject to an order or a resolution for its 
liquidation, administration, winding-up; or 

(iii) is subject to any proceeding or equivalent bankruptcy proceeding in any 
jurisdiction. 

(b) Termination of this Agreement shall not affect any rights, remedies, obligations 
or liabilities of the parties that have accrued up to the date of termination, 
including the right to claim damages in respect of any breach of the Agreement 
which existed at or before the date of termination.  

4 Product Provision to QH 
4.1 Compassionate Access Scheme 

GW has agreed to provide QH with the Product for use exclusively for the Activity in 
accordance with:    

(a) the terms and conditions of this Agreement; 

(b) an amount of the Product that the parties reasonably estimate to be required to 
complete the Activity, and at a cost described in Item 12 of schedule 1; 

(c) all applicable federal and state regulatory requirements; 

(d) the Standard Operating Procedures; 

(e) the Product Specifications; and 

(f) the Transport and Storage Specifications applicable to GW. 

4.2 Product Ownership, Authorisations and Shipment 
GW warrants that it is the sole owner of the Product and will: 

(a) obtain all licenses, permissions and authorisations necessary for the exportation 
of the Product to Australia at its own expense; 

(b) deliver not more than once per calendar quarter, the Product in a quantity 
specified in the Forecast, subject to GW being required to deliver no greater 
volume of a Product, in aggregate, than it reasonably believes is necessary to 
complete the Activity;  

RTI Page 19

RTI
 R

el
ea

se

DOH-DL 17/18-011



 

  

  6 

(c) deliver all shipments of Product on a DAT Basis (Delivery at Terminal) to a 
named Terminal in New South Wales; 

(d) arrange for shipping and insurance of each shipment of Product to Delivery at 
Terminal at its own expense where title and risk of loss or damage to the 
shipment of Product will remain with remain with GW.  Title and risk of loss or 
damage will then transfer to QH; 

(e) Ensure that the Product is properly packed and secure for delivery in good 
condition; 

(f) Notify QH’s Project Manager of the anticipated Delivery Date for each shipment 
of Product; 

(g) Notify QH’s Project Manager of the date on which a delivery is dispatched from 
its manufacturing facility and the named Terminal in New South Wales where it 
will be delivered. 

4.3 Product collection, inspection, handling, storage and distribution 
QH, or its agent, will, as described in the Technical Agreement at Appendix A to the 
Agreement: 

(a) obtain all licences, permissions and authorisations required for the importation of 
the Product in accordance with terms of this Agreement; 

(b) take responsibility following delivery at Terminal, for ensuring the Product is 
stored in accordance with the applicable Storage and Transport Specifications; 

(c) handle, store and distribute the Product in accordance with the terms of the 
Technical Agreement; and 

within three (3) days of Delivery at the Terminal in New South Wales: 

(d) carry out a visual inspection of the delivery; 

(e) verify that the identity, quantity, packaging and labelling correspond to the 
relevant Forecast; 

(f) verify that the certificate/s of analysis for the shipment states that the Product 
conforms in all material respects to the Product Specifications; 

(g) verify that the shipment appears in good condition; 

(h) verify that the temperature of the shipment has remained consistent with the 
requirements specified in the Storage and Transport Specifications by examining 
the data logger information. 

If, after conducting its inspection, QH, or its agent, considers that the shipment is 
defective, QH will promptly notify GW in writing and specify reasons in accordance with 
the requirements of the Technical Agreement. 

QH is responsible for the allocation of each pack of Product to the relevant facility 
where Authorised Prescribers are undertaking the Activity.  

QH or any of its employees or agents, shall not directly or indirectly, at any time during 
or after the Term: 
(i) use any quantity of Product supplied by GW pursuant to this Agreement for any 
purpose which is not an Activity, or  
(ii) adulterate, alter, over-sticker or otherwise amend the packaging or labelling of any 
quantity of Product.   

RTI Page 20

RTI
 R

el
ea

se

DOH-DL 17/18-011



 

  

  7 

5 Recalls 
Recalls, withdrawals and corrections will be managed in accordance with the Technical 
Agreement in Appendix A. 

6 Confidentiality 
6.1 Duty not to disclose  

 Each party will ensure that it does not: 

(a) disclose Confidential Information of the other party (‘Disclosing Party’);  

(b) use Confidential Information of a Disclosing Party for any purpose other than the 
performance of this Agreement,  

in breach of any laws and without the prior, written approval of the Disclosing Party.   

6.2 Exceptions to nondisclosure 
A party (‘Recipient Party’) that receives Confidential Information of the other party may 
only disclose the other party’s Confidential Information: 

(a) to its employees, officers, agents, consultants or subcontractors who need to 
know such information for the purposes of carrying out the Recipient Party’s 
obligations under this Agreement; or 

(b) to the extent required or authorised by law or by a lawful requirement of any 
government, governmental body, authority or agency; 

(c) if required to do so in connection with legal proceedings; or 

(d) for public accountability reasons, including a request for information by 
Parliament, or a Parliamentary Committee, or a Minister. 

7 Intellectual property rights 
7.1 Ownership 

The parties agree that nothing in this Agreement or the performance of an obligation 
under this Agreement transfers or affects a party’s ownership in its intellectual property.  

7.2 Warranty 
(a) GW warrants to QH that, at the Commencement Date, (a) it is not party to any 

litigation pursuant to which a third party is claiming that the process by which 
GW manufactures Product or the formulation in which the Product is dispensed 
infringes or otherwise misuses such third party’s intellectual property, and (b) to 
its knowledge there are no granted patents to which GW does not have rights 
which cover the the process by which GW manufactures Product or the 
formulation in which the Product is dispensed in the countries in which its 
Product manufacturing and formulation activities are conducted (each a 
“Relevant Third Party Patent”). 

(b) GW undertakes to notify QH of (a) any Relevant Third Party Patent it becomes 
aware of which may be infringed by the supply of Product by GW to QH under 
the terms of this Agreement, and (b) any litigation instituted against GW 
pursuant to which a third party calims that the process by which GW 
manufactures Product or the formulation in which the Product is dispensed 
infringes or otherwise misuses such third party’s intellectual property. 
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8 Insurance and Liability 
8.1 Liability and indemnity 

(a) QH shall, to the extent authorised by applicable law, indemnify, defend and hold 
harmless GW, its affiliates and its and their employees from any and all 
liabilities, claims, actions, or suits resulting from: 

(i) a breach of this Agreement by QH; 

(ii) the negligent, unlawful, or fraudulent acts or omissions of QH, its 
employees or its agents pertaining to the activities of QH to be performed 
under this Agreement. 

(b) Notwithstanding any other provisions of this Agreement, except the remainder of 
this clause, GW (including its affiliates) aggregate liability to QH shall not exceed 
GW’s cost of manufacturing and supplying the Product supplied. 

(c) Nothing in this clause shall have the effect of excluding or otherwise restricting, 
or limiting the amount of, GW’s (including its affiliates) liability for: 

(i) personal injury (including sickness) or death caused by its negligent, 
unlawful, or fraudulent acts or omissions; or 

(ii) any other liability that cannot be excluded or limited by law. 

8.2 Insurance policies 
Each Party must maintain with a reputable insurer during the Term: 

(a) professional indemnity insurance; and  

(b) public and product liability insurance, 

adequate to cover its liability to the other party in relation to this Agreement. 

8.3 Each party will, upon request in writing at any time by the other party, produce evidence 
(in the form of certificates of currency) to the other party that these insurances have 
been effected and maintained. 

9 Notices 
9.1 General 

A notice, demand, certification, process or other communication relating to this 
Agreement must be in writing, in English and may be given by an agent of the sender. 

9.2 How to give a communication 
In addition to any other lawful means, a communication may be given by being, sent by 
email to the party’s Project Manager’s current email address in Item 13 of Schedule 1. 

10 General 
10.1 Legal and other costs 

Except as expressly stated otherwise in this Agreement, each party must pay its own 
legal and other costs and expenses of negotiating, preparing, executing and performing 
its obligations under this Agreement. 

10.2 Compliance 
Each party must comply with all applicable laws and standards in relation to 
performance of its obligations under this Agreement. 
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10.3 Amendment 
This Agreement may only be varied or replaced by a document executed in writing by 
both parties. 

10.4 Waiver and exercise of rights 
(a) A single or partial exercise or waiver by a party of a right relating to this 

Agreement does not prevent any other exercise of that right or the exercise of 
any other right. 

(b) A party is not liable for any loss, cost or expense of any other party caused or 
contributed to by the waiver, exercise, attempted exercise, failure to exercise or 
delay in the exercise of a right. 

10.5 Governing law and jurisdiction 
(a) This Agreement is governed by and is to be construed in accordance with the 

laws of Queensland and Australia. 

(b) In the event of a dispute arising out of, or relating to, this Agreement, including 
any question regarding its existence, validity or termination, the parties shall first 
seek to resolve the dispute through the Project Managers of each party. If any 
dispute is unable to be resolved at this level, attempts must be made to resolve 
the dispute with senior officers within each party.   

(c) If the parties are unable to resolve the dispute pursuant to Clause 10.5(b), either 
party may commence mediation proceedings to resolve such dispute.  the 
jurisdictional location for commencing any such mediation shall be in either 
Brisbane, Australia, or London, England under the London Court of International 
Arbitration (LCIA) Mediation Rules available at the following website: 
http://www.lcia.org/Dispute_Resolution_Services/LCIA_Mediation_Rules.aspx,     
. 

10.6 Assignment 
(a) A party must not assign or deal with any right under this Agreement without the 

prior written consent of the other parties. 

(b) Any purported dealing in breach of this clause is of no effect unless assignment 
is necessary by reason of legislative requirement. 

10.7 Counterparts 
This Agreement may consist of a number of counterparts and, if so, the counterparts 
taken together constitute one document. 

10.8 Entire understanding 
(a) This Agreement contains the entire understanding between the parties as to the 

subject matter of the agreement. 

(b) All previous negotiations, understandings, representations, warranties, 
memoranda or commitments concerning the subject matter of this Agreement 
are merged in and superseded by this Agreement and are of no effect. To the 
extent such prior understandings, representations, warranties, memoranda or 
commitments cover subject matter in addition to that which address by this 
Agreement, such prior understandings, representations, warranties, memoranda 
or commitments shall continue in effect except to the extent it addresses the 
subject matter of this Agreement. Neither party is liable to the other party in 
respect of those matters. 
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(c) No oral explanation or information provided by a party to the other: 

(i) affects the meaning or interpretation of this Agreement; or 

(ii) constitutes any collateral agreement, warranty or understanding between 
the parties. 

10.9 Relationship of parties 
This Agreement is not intended to create a partnership, joint venture or agency 
relationship between the parties. 

10.10 Negation of employment  
This Agreement is not intended to create an employer/employee  relationship between 
the parties. 

10.11 Cooperation 
The parties will cooperate with one another and their employees, agents and 
contractors, and act reasonably and in good faith at all times to comply with any 
obligations under the Agreement. 

10.12 Force majeure 
(a) If a party is prevented or delayed in performing an obligation by Force Majeure, 

and promptly acts to mitigate or remove the Force Majeure and its effect, then 
the obligation is suspended during, but for no longer than, the period the Force 
Majeure continues and any further period that is reasonable in the 
circumstances. 

(b) In this clause “Force Majeure” means an event beyond the reasonable control 
of the affected party, which occurs without the fault or negligence of the affected 
party but, in the case of the GW, does not include acts or omissions of the GW’s 
officers, employees, agents and contractors or other customers. 

10.13 Subcontracting 
Neither party will subcontract its obligations under this Agreement without obtaining the 
prior approval of the other party.   
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EXECUTED BY THE PARTIES as follows: 

 
SIGNED for and on behalf of THE STATE OF QUEENSLAND ACTING THROUGH 
QUEENSLAND HEALTH 
  
ABN 66 329 169 412 )  
 
 …………………………………………… 
 ) (signature of duly authorised person) 
by )  Michael Walsh  
  Director-General 
  Queensland Health 
 
 
a duly authorised person, in the presence of: )  ……./……./……. 
 ) (date) 

 
……………………………………………. ) ……………………………………………. 
(name of witness)  (signature of witness) 
 
 
 
 
 
 
SIGNED for and on behalf of )  …………………………………………… 
GW RESEARCH LIMITED )  (signature of duly authorised person) 
by ) 
 
..............................................................  

(printedt name) 
 
.....................................................................  
(position) )   
a duly authorised person, in the presence of: ) ……./……./……. 
  (date) 

  
 
……………………………………………. ) ……………………………………………. 
(name of witness)  (signature of witness) 
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Schedule 1  

 

Item 1 Product  

 

 

 

 

 

Epidiolex® 100 (2 x 100 mL) ROW 

Epidiolex® 100 mg/mL pack containing 2 x 100 mL 
bottles of CBD in sesame oil, oral solution, for the Rest 
Of World (ROW) only (excluding the US). Packs will be 
assembled and stored as bulk stock from which packs 
will be selected and shipped as required to each 
intended or a third party for distribution. 

Item 2 Commencement Date  The date the last party executes the Agreement  

Item 3 Initial Period The period starting on 1 December 2016 and ending 
on to the earlier of, (i) 30 November 2020 and (ii) the 
date on which Epidiolex®  is placed on the Australian 
Register of Therapeutic Goods. 

Item 4 Product Specifications Description: Epidiolex® 100 mg/mL pack containing 2 
x 100 mL bottles of CBD in sesame oil, oral solution, 
for the Rest Of World (ROW) only (excluding the US). 
Packs will be assembled and stored as bulk stock from 
which packs will be selected and shipped as required 
to each intended or a third party for distribution. 

Model No:   FT0095 / GA0077 V4. 

Value: 2 x 100 mg/mL per pack  

Local Narcotics Schedule: S4 

 

 

Item 5 Terminal Sydney International Terminal 

Item 9 Party responsible for 
Delivery to 
theTerminal 

GW 

Item 10 Party responsible for 
Delivery from the 
Terminal to QH 

QH through an agreement with Link Healthcare  

Item 11 Party responsible for 
Inspecting Product at 
Terminal 

QH through an agreement with Link Healthcare 

Item 12 Payments Under the Compassionate Access Scheme, GW is 
providing the Product to QH completely free of charge 
for the purpose of the Activity 

Item 13 Project Managers GW:     
                            Louise Harris 
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Address: 
    
                            Team Lead CTS   

                            Kent Science Park, Sittingbourne,  

                            Kent, ME98AG, UK 

Tel:  01-7-9543-4068 

Email:     @gwpharm.com 

 

QH:       

                            Dorothy Vicenzino  

Address:    

                              PO Box 2368 Fortitude Valley BC 

                              Qld 4006, Australia 

Tel:               61-07-3328 -9219   

Email:                  
Dorothy.Vicenzino@health.qld.gov.au 

 

 

 

Item 14 

 

 

 

 

 

 

 

 

Forecast at 1 May 
2016 

 

 

 

Calendar Quarter Number of Bottles of 
Epidiolex® 

1 226 

2 270 

3 270 

4 270 

5 270 

6 270 
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APPENDIX A   
Technical Agreement 
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s.73 - Irrelevant
information
(commercial)

s.73 - Irrelevant information (commercial)
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s.73 - Irrelevant information (commercial)
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