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g Minister for Ambulance Services
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Email health@ministerial.qld.gov.au
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Dr Geoffrey Guy 17 JUN 2018
Founder and Chairman

GW Pharmaceuticals

1 Cavendish Place

London W1G 0QF

UNITED KINGDOM

Dear D/rg‘lﬁ (/‘-C e')cl’:f*-(’_] )

| would like to take this opportunity to thank you for agre enter into this Memorandum of
Understanding (MoU) with Queensland Health. The arid Government appreciates that
GW Pharmaceuticals is the world leader in the cannabinoid-based pharmaceutical

research and development. | have been ofesged by the professionalism of the
GW Pharmaceuticals team in dealing with th ' hat this type of research and drug
development presents.

Queensland Health looks forward to working @

developed in the MoU especially the 'Centre a{ thg
exciting prospect and builds a platfo ak€ a range of research projects into the future.
This Centre will enable Queensla o‘@ tribute to the world-wide body of research into
cannabinoid therapeutics for the berefit gi/hot only Queenslanders but others more broadly.

The staff at the Lady Cilepto Children‘'s/Hospital are excited about the prospect of using
cannabinoid-based prescripti dicines to improve the lives of the young Queenslanders in their
care.

| am very thankful for unities this agreement offers, particularly for those children afflicted
by treatment resistant conditio nd for researchers in Queensland to gain skills in this rapidly
developing area. eensland ~ Health look forward to an ongoing collaboration with
GW Pharmaceut;

Should you require” @ny further information in relation to this matter, | have arranged for
Dr Jeannette Young, jef Health Officer and Deputy Director-General, Prevention Division,
Department of Health, on telephone (+61) 7 3234 1138 or (+61) 412 172 539, to be available to
assist you.

Yours sincerely
CAMERON DICK MP

Minister for Health
Minister for Ambulance Services
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Memorandum of Understanding between the Queensland Government and
GW Pharmaceuticals

Queensland Government Cannabis/Cannabis Derived Products Clinical Trial
Initiative

Parties:

The parties to the Memorandum of Understanding (MOU) are the Sta
through Queensland Health (Qld Health) and GW Research Ltd, a wholly
GW Pharmaceuticals Plc. (GW Pharmaceuticals).

Q densland acting
vf' subsidiary of

)Y

Preamble:

Qld Health is seeking to develop a better understandin
based pharmaceutical products to alleviate symptoms
terminal illnesses.

potential for cannabinoid-

7of treat a range of debilitating or

As part of this, Qld Health is funding h o the use of cannabinoid-based
pharmaceutical products for the treatment tients in Queensland with serious illness,
including childhood epilepsy.

f indications, including products showing promise in clinical
pilepsy, through a focused research and development
y scientific evidence generated in accordance with
l and ethical standards in order to provide patients with
ent option.

patient needs in a wide varie
trials for treatment of pa

internationally recogni
unmet medical needs a viable €

This MOU sets outthow/the parties wish to collaborate for the above purposes.
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About Qld Health:

Qld Health is the public health agency of the Queensland Government. Qld Health is
responsible for public sector health services in Queensland delivered through 16 Hospital
and Health Services including the Lady Cilento Children’s Hospital (LCCH). Children’s Health
Queensland (CHQ) Hospital and Health Service is the body responsible for the Lady Cilento
Children’s Hospital.

All organisations which form part of Qld Health are under the control and direction of the
Minister for Health and Minister for Ambulance Services

The CHQ provides tertiary level care to children at a single site in SoutR bane. This site
coordinates the care for all children with severe epilepsy acro sland. In so doing the
CHQ collectively treats approximately 1000 children across th an ongoing basis for
severe epilepsy.
Qld Health has established the Medicina[ Cannabis Team wi e Chief Health Officer and
medicinal cannabis research implement i and) the development of greater
understanding of the potential uses of medici Queensland and more broadly.

The Centre will draw on local and internationa to advance our formal understanding
of medicinal cannabis, educate the community and support innovation.

About GW Pharmaceuticals:

GW Pharmaceuticals
across the world with
intellectual propert
peer-reviewed s

als.
Nature and effec

The parties agree that this MOU sets out the principles by which they wish to collaborate.

The parties agree that nothing in this MOU is intended to create binding or legal obligations
on either party.
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This MOU will take effect from the date of signing by the parties and will operate for three
years (term) unless terminated or extended under the terms of this MOU.

Aims:

The aim of this MOU is to formalise collaboration between Qld Health and GW
Pharmaceuticals to facilitate research into the clinical use of cannabinoid-based prescription
medicines.

Qld Health aim:

* To conduct further research into using cannabinoid ed -medicines for the
management of severe drug-resistant childhood epileps 0)enable a safe supply
of a pharmaceutical-grade product for these children

* To support research into the evidence based therg
medicines for certain conditions by setting up theMCg for Clinical Trials in Rare
Neurodevelopmental Disorders (“Centre”),

GW Pharmaceuticals aim:

* To provide a wide pool of patients wit

* To respond to opportun

Advisory Commi

An Advisory Com will be established to oversee the operation of all aspects of this
MOU. It will be typi constituted of two representatives from Qld Health and two
representatives from GW Pharmaceuticals. The Committee will meet three times a year
which can be by teleconference or as otherwise agreed.
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Investigator-led trials:

GW Pharmaceuticals is developing a portfolio of new cannabinoid-based prescription
medicines with potential applications that may align with Qld Health priorities and could be
trialled in Queensland through investigator-led trials, where Queensland-based clinicians
express an interest in leading such trials. As investigator-led initiatives, these trials would
have to be assessed and approved by GW Pharmaceuticals’ [IT committee.

Qld Health can facilitate linkages with clinical research networks in Queensland, for
example, the Centre for Palliative Care Research and Education, ( "9' and Queensland
Paediatric Networks.

Queensland Participation in Other Trials Led by GW euticals
hydevelopmental disorders

A M
ational trials undertaken

eloped and negotiated by the
LCCH would be the likely site
or costs as well as all standard

GW Pharmaceuticals may plan to run clinical trials in chil
and other conditions, based on positive outcomes from
through the “Centre”. These further trials would
Advisory Committee. These would be sponsored tria
for these trials, GW Pharmaceuticals would spo
procedures associated with industry trials.

Intellectual Property:

Qld Health acknowledges that GW
the intellectual property in its prod

cals has a commercial interest in protecting

OU are not intended or expected to result in any

Nothing in this MOU will affe nership of any intellectual property rights. Investigator-led
. . i th
being assigned to investigators, Qld Health, the Lady Cilento

gator) result in the generation of any intellectual property
nnabinoid-based medicinal products under investigation, Qld Health
will ensure that ownhelship of such intellectual property rights is assigned to GW
Pharmaceuticals.

GW Pharmaceuticals shall have access to and the right to use the clinical trial data and the
trial database for each Activity specified below in obtaining and maintaining regulatory
approvals for its products.

Announcements:
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Any announcements by either party concerning the Activities 1,2, or 3 will be approved five
business days in advance with both parties agreeing on content of such announcements.

Specific activities investigating treatment for severe childhood conditions:

The following Activities proposed initially under this arrangement:
* Activity 1: Establish the Centre at CHQ to undertake clinician led observational

studies using a cannabinoid-based investigational medicinal pro across a range of
childhood developmental disorders

*  Activity 2: An expanded access treatment protocol using Epidi for/a small number
of patients with severe drug-resistant epilepsy

* Activity 3: An observational study for a small number s with severe drug-

resistant epilepsy using Epidiolex and other cannabinoijd

active, will be managed
ory approval and Children’s
ealth and GW Pharmaceuticals

Each Activity will be designed implemented, and while the

Prior to initiating each Activity Qld Health / Pharmaceuticals shall agree upon

the data plan for the Activity, the dat nication/externalisation strategy and
timetable.
For each Activity Qld Health shall Be i pte7for obtaining all necessary import licences

s thé Activity drug into Australia. In addition, for all
Activities Qld Health shall bear all impor{and custorn taxes, risk and title in the Activity
drug shall transfer te Qld H upon delivery, and following delivery Qld Health shall be
rug is stored in accordance with GW Pharmaceuticals’

instructions.

For each Activity GWF
approvals for the Ag

a named terminélSn Qg
terminal in Queensland

als will be responsible for obtaining all necessary export
drug and for delivering the Activity drug DAT (INCOTERMS 2015) to
renstafid. Delivery will be made DAT (INCOTERMS 2015) to a named

Safety data will be reported regularly to the Advisory Committee (consisting of Qld Health
and GW Pharmaceuticals), while interim and final results will be published in peer reviewed
journals. Safety data will also be reported to GW Pharmaceuticals in accordance with all
applicable laws and regulations, to be detailed in a standalone pharmacovigilance
agreement to be provided by GW Pharmaceuticals, in order to allow GW Pharmaceuticals to
comply with its reporting cbligations inside and outside Australia.
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Qld Health funding for the Activities will include the following costs for three years from the
signing of this MOU:

* Coordinating Centre personnel for services such as Project Managers, Regulatory Staff,
Developmental Psychology Support, Statistical Personnel, scientific writing and
protocol development.

* Research data collection devices and programs to ensure that the highest integrity of
data is collected and maintained.

* Preparing and filing regulatory approvals such as Human Research Ethics Committees
(to ensure human subject protection) and Therapeutic Good pinistration (TGA)
approvals, at each clinical site.

* Research procedures (e.g. safety and efficacy meas
insurance) as well as biological sample processing and st

* Research staffing costs (i.e. Investigators and Coordinati

* Travel and supply costs for the clinical site and coor

pot covered by
all patients.
el) at all sites

Activity 1: Establish the Centre to underta
studies using cannabinoid-based m

developmental disorders.
Establish the Centre at the CHQ to undep inician led observational studies across a
range of childhood developmental dis , possibly including (but not exclusively)
Angelmans Syndrome, Rett Syndrome e X syndrome. Other syndromes may be
included as indicated or ide @ S ing potentially responsive to cannabinoid
therapies.

nge of observational
ions for children with

In consultation, the GW Pharmaceuticaly clinical team and the Centre will determine the
type and range of condj syndromes to be explored with the various cannabinoid-
based medicines e.g.
some instances or

Qld Health/CH '; y

* Actasa u«& he trial

* Manage the appfoval process for import of the drug

* Design the trialsNy the various syndromes or conditions for patient sub-populations,
for review, comment and approval by GW Pharmaceuticals’ IT Committee.

* Undertake structured observational trials following clear protocols in each identified
condition and document safety, indications/markers of improvement to gather
evidence towards possible broader GW Pharmaceuticals sponsored Randomised
Controlled Trials (RCT’s) if the observational studies show promise.

* Undertake pharmacokinetic measurements in the target populations in line with
protocol
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* Liaise with other Australian and International centres for the various syndromes or
conditions and develop reliable outcome measures.

* Publish and disseminate results in the peer-reviewed literature through mutually
agreed publication review and approval process

GW Pharmaceuticals will:

* Supply drug free of charge to CHQ from mid-2016 until the product receives TGA
registration on the Australian Register of Therapeutic Goods (ARTG), or for a period to
be determined by all parties.

* Notify Qld Health of any safety signals suggesting use of mehouid cease or
be modified in particular groups. @D

* Receive safety data in accordance with agreed protocols.

* Notify Qld Health if any clinical trials show additional grgdps benefit from access
to the drug.

Activity 2 - Expanded access treatment protoc pidiolex® for a small
number of patients with severe drug-resistant—chj d epilepsy

y)

CHQ will hold an expanded access treatment co idiolex® for a small nhumber of

patients with severe drug-resistant childhood epi

Import of medication: there are two optio réBy access to Epidiolex can be provided
within Australia through a special acc a :
i) The Special Access Schem TGA: Qld Health has previous experience
importing an unregistered pro n a limited basis within the terms and conditions
of the SAS.

ii) An access-style clini
Research Council
accaordance with

In both cases, the product is required to be imported to an identified pharmacy or
pharmacies for d' non a jurisdiction-wide basis and must be distributed on a named

patient basis.

subject to a formal protocol, National Health & Medical
cs Comynittee approval and a Clinical Trials Notification in
ents of the TGA.

i

The most appropriate m
Pharmaceuticals.

hanism will be agreed in discussions between Qld Health and GW

Qld Health/CHQ will:

* Establish access criteria specifying age range, type of epilepsy syndromes and
previous medication history, this will be based on the protocol developed in NSW
* Manage the approval process for import of the medication
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* Collect relevant safety data and transmit to GW Pharmaceuticals

GW Pharmaceuticals will:
* Supply drug free of charge to CHQ from mid-2016 until the product receives TGA
registration on the ARTG, or for a period to be determined by all parties.
* Notify Qld Health of any safety signals suggesting use of medication should cease or
be modified in particular groups.
* Notify Qld Health if any clinical trials show additional groups my benefit from access
to the drug.

Activity 3: An observational study for patients’ se
epilepsy using Epidiolex and other cannabinoids

drug-resistant

The CHQ will run an observational study for a small num of patients with severe drug-
resistant epilepsy using Epidiolex and other cannabinoids.

Qld Health/CHQ will:
Act as a sponsor of the trial

* Manage the approval process for import

* Design the trial with patient sub-po
Pharmaceuticals’ IIT Committee for re omntent and approval.

* Undertake observational trials in_tr nt) resistant epilepsy sub-populations and
document indications/markery/g pr nt to gather evidence towards possible
broader GW Pharmaceutics @ 3 RCT’s if the observational studies show
promise

* Undertake pharmacokinetic measucemgents in target population in line with protocol

* Liaise with other Austtalian and International centres for the various syndromes or
conditions to devel ui measures
data a

* Collect relevant s ransmit to GW Pharmaceuticals
* Publish and di results in the peer-reviewed literature through mutually

agreed publicatic i d approval process
GW Pharmace
* Supply drug frege of charge to CHQ from mid-2016 until the product receives TGA

registration on the ARTG, or for a period to be determined by all parties

* Notify Qld Health of any safety signals suggesting use of medication should cease or
be modified in particular groups

* Notify Qld Health if any clinical trials show additional groups my benefit from access
to the drug

Continued Supply under for all Activities
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Continued supply of cannabinoid-based investigational medicinal products will cease in the
event the Australian TGA approves a marketing authorisation application in respect of the
investigational medicinal product. In this event, Qld Health will make local decisions
regarding any ongoing funding of these patients.

Termination and Extension:
This MOU may be terminated at any time by either party by notice to the other party or
extended beyond the expiry of the term by the written agreement of the parties.

Upon termination, each party must cease to hold itself out as co with the other
party.

General
Any rights and obligations of the parties under this MOU ma
otherwise dealt with. An amendment of this MOU must/}

parties.

iting addressed as shown below:
i)  If given to Qld Health by GW Pharmac / addressed and forwarded to the Chief

Health Officer at the following azddrgss:
Address: Queensland Health, GPOE

Email: MCTeam®health.qld. sowa
Or as otherwise notified in wriah?by Qld Health; and

if given to GW by Qld Health, addressed and forward to the Chief
Executive Offi wing address

Address: Sov ouse, Vision Park, Histon, Cambridge, CB249BZ

Or as otherwise noti in writing by GW Pharmaceuticals
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Signed for and on the behalf of Qld Health by:
Cameron Dick MP Minister for Health and Minister for

Ambulance Services
(name) (position)

...............................

Cignature) i} )

(Date) ‘?’ JU e Zofé

In the presence of:

ANIka Hume

.........................................................

(Name of Witness)

Signed for and on the behalf of GW Pharmaceuticals

Dr Geoffrey Guy \ Chairman
(Name) (Position)

(Pate) 7/ 61 1§ \
In the presence of: W
T

NAIZEMAS N Y s .
(Name of Witnes (Signature)
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‘=% Queensland
%) Government

@

vV,

The State of Queensland acting t héj//
Queensland Health

[via the department’s Centralmﬂéfa/cy]

GW Research LTD ﬂ\\ﬂ

(&
A
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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—fefter Junderstanding of the
potential for cannabis and/or cannabis-derived pha ! products to alleviate
symptoms or potentially treat a range of debilitatingOr e 3l ilinesses.

B As part of its efforts to treat these illnesses, the gove ent of Queensland has funded

research into the use of cannabis-derived pha
patients in Queensland with serious illness,

C GW is developing a portfolio of canndbirgi dicinad products to meet patient needs in
a wide variety of indications, includin
treatment of paediatric epilepsy.

D On 17 June 2016, GW'’s parent
Memorandum of Understanding

GW Pharmaceuticals plc, entered into a
vernment of Queensland setting out the

fheZmanner in which GW will supply QH with the
of the second activity described in the Memorandum of
is_Activity is an expanded access treatment protocol
Rber of patients with severe, drug-resistant childhood

drug Epidiolex® for the plxpose
Understanding. Specifically;
using Epidiolex® a small nu

epilepsy.

Y

A terms

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

(i) 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 schedulel.

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

Confidential Information means information that is by ukg\ confidential, is
designated by a party as confidential, or that a party kn or _ought to know is
confidential and includes:

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

(b) ’confidential information’ about any patiepis ed in section 139 of the
Hospital and Health Boards Act 2011 (Qld);"a

(c) information concerning the business 0

(d) is or becomes, withou
(e) forms part of a pay

Delivery Date means thesddtg
delivery of the Product.

or period specified in Item 6 of schedule 1 for the

Delivery Site mea location for delivery of the Product.

Forecast me
quarters fol
specified inYtem 1

QH'’s antitipated supply needs of the Product for the six (6) calendar
e date of the Forecast, which, as at the Commencement Date, is
chedule 1.

Group/1r 5, in relation to a company, that company, its subsidiaries, a holding
compg y of its subsidiaries.

Q

Product mears 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 ltem12 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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1.2

1.3

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.

Construction
Unless expressed to the contrary, in this Agreement:

(@) 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 grammagiCal formsHave corresponding
meanings;

(d) “includes” means includes without limitation;

(e) no rule of construction will apply to a claus dvantage of a party merely
because that party put forward the clause or wi herwise benefit from it;

()  areference to:

0] a person includes a partr
corporation and a governmeht Ok statutory body or authority;

(i)  a person includes the egal personal representatives, successors,
assigns and persons s ted by novation;

dinate legislation under it and includes that
gislation as modified or replaced;

anently visible form, and includes fax transmissions;
his 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.

Headings
Headings do not affect the interpretation of this Agreement.
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2.2

2.3

2.4

Project Management

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.

Liaison—monthly reporting by QH

The QH Project Manager must, not less than once per calen th, send an emalil
to the GW Project Manager to update and report on the follo ttens:

(@) the anticipated start date of the Activity;
(b) the Activity initiated, completed or continuing to ed;

(c) Details of progress of the Activity;

(d) the anticipated completion date of the Acti
(e) the number of patients enrolled in the

()  the volume of stock of each Prod

(g) the volume of stock of each Produc
(h)  the volume of stock with eag

(i)  the volume of Prodye
calendar month (if 2

The QH Project Manager mu less than once per calendar quarter, provide GW an
updated Forecast next six (6) calendar quarters or until expiry of the
Term (whichevery

(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 Iltem 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

(&) Without prejudice to its other rights or remedies, either party may terminate this
Agreement immediately on written notice to the other pa ‘

0] In material breach of any of its obligations under tkj%2
that breach is incapable of remedy or the pal as fa fo remedy the
breach within thirty (30) Business Days of hgin ied of the breach; or

(i)  becomes insolvent or is otherwise subjec or a resolution for its

(i) is subject to any proceeding or equival ruptcy proceeding in any
jurisdiction.

(b)  Termination of this Agreement.shall ecy any rights, remedies, obligations
or liabilities of the parties that to the date of termination,
including the right to claim damage espect of any breach of the Agreement
which existed at or before thg ination.

4 Product Provisio

4.1 Compassionate Aca

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

(@) the termssan ditions of this Agreement;
(b) anal t of the uct that the parties reasonably estimate to be required to
co ctivity, and at a cost described in Item 12 of schedule 1;

(d) jandard Operating Procedures;

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

(@) 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;
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(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;

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

of Product;

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

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

(@) obtain all licences, permissions and authorisati eqluired for the importation of
the Product in accordance with terms of-thi ent;

(b) [qal, for ensuring the Product is

e and Transport Specifications;
(c) t in accordance with the terms of the
within three (3) days of Delivery a nal in New South Wales:
(d)

(e) verify that the idef
relevant Forecast;

()
(9)
(h)
cified in the Storage and Transport Specifications by examining
ata logger information.
If, 8 g its inspection, QH, or its agent, considers that the shipment is

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
guantity of Product.
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6.2

7.2

Recalls

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

Confidentiality

Duty not to disclose
Each party will ensure that it does not:

(@) 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 iSglosing Party.

Exceptions to nondisclosure

A party (‘Recipient Party’) that receives Confidential Infgr f the other party may
only disclose the other party’s Confidential Information:

¢
a lawful requirement of any
Of agency,

hoontractors who need to
put the Recipient Party’s

(@) toits employees, officers, agents, consultany
know such information for the purposes of gar,
obligations under this Agreement; or

(b) to the extent required or authorised
government, governmental b uthe

(c) if required to do so in connection w al proceedings; or
(d) for public accountability rea: ding a request for information by
Parliament, or a Parliament omynittee, or a Minister.

Intellectual pro

Ownership

The parties agre t nothing in“this Agreement or the performance of an obligation
under this Agre

(@)

formul&tion 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
8.1

8.2

8.3

9.2

10
10.1

10.2

Insurance and Liability
Liability and indemnity

(@) 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:

® a breach of this Agreement by QH;

(i) 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,
this clause, GW (including its affiliates) aggregate liabili
GW'’s cost of manufacturing and supplying the Produc

cept the remainder of
H shall not exceed

(c) Nothing in this clause shall have the effect of ex ing erwise restricting,
or limiting the amount of, GW’s (including its affiligte ility for:

0] personal injury (including sickness) or dea y its negligent,

(i)  any other liability that cannot be excluded

Insurance policies
Each Party must maintain with a rep

(@) professional indemnity insurance;

(b)  public and product liability ing

Each party will, upon req
(in the form of certificate
been effected and maintai

Notices
General

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

How < E a communication
In add any—other lawful means, a communication may be given by being, sent by

email tofHe party’s Project Manager’s current email address in Iltem 13 of Schedule 1.

General

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.

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

10.4

10.5

10.6

10.7

10.8

Amendment

This Agreement may only be varied or replaced by a document executed in writing by
both parties.

Waiver and exercise of rights

@

(b)

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.

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.

Governing law and jurisdiction

This Agreement is governed by and is to be constru@ actgordance with the

(a)
laws of Queensland and Australia.

(b) Inthe event of a dispute arising out of, or relating to, greement, including
any question regarding its existence, validity or t , the parties shall first
seek to resolve the dispute through the Projett ™ of each party. If any
dispute is unable to be resolved at this level( a ust be made to resolve
the dispute with senior officers within each Pa

(c) If the parties are unable to resolve th¢ tepursuant to Clause 10.5(b), either
party may commence mediati j resolve such dispute. the
jurisdictional location for commequi h mediation shall be in either
Brisbane, Australia, or London, En under the London Court of International
Arbitration (LCIA) Mediation vaitable at the following website:
http://www.Icia.org/Dispute | utipm_Services/LCIA_Mediation_Rules.aspx,

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

prior written consent ofNpe.other parties.

Any purportedhdealing in breach of this clause is of no effect unless assignment

greement contains the entire understanding between the parties as to the
atter of the agreement.

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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10.9

10.10

10.11

10.12

10.13

(c) No oral explanation or information provided by a party to the other:
(i) affects the meaning or interpretation of this Agreement; or

(i)  constitutes any collateral agreement, warranty or understanding between
the parties.
Relationship of parties
This Agreement is not intended to create a partnership, joint venture or agency
relationship between the parties.
Negation of employment

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

Cooperation

The parties will cooperate with one another and their ‘e es, agents and
contractors, and act reasonably and in good faith a times 1o comply with any
obligations under the Agreement.

RIOYE

Force majeure

(@) If a party is prevented or delayed in perfo(ri o@ pligation by Force Majeure,
and promptly acts to mitigate or remove the Majeure and its effect, then
the obligation is suspended during, o Yeriger than, the period the Force

»

Majeure continues and any fur efiod that is reasonable in the
circumstances.

(b) In this clause “Force Majeure’_me n event beyond the reasonable control
of the affected party, which ithott the fault or negligence of the affected
party but, in the case of the dogg not include acts or omissions of the GW’s

officers, employees, & actors or other customers.

Subcontracting

Neither party will subcontra
prior approval of the other party

g obligations under this Agreement without obtaining the
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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
a duly authorised person, in the presence of: )
)
.................................................... )

(name of witness)

SIGNED forand on behalf of = [/ D
GW RESEARCH LIMITED

(signature of duly authorised person)

by )
(printedt name)
(position) )
a duly authorised pe ) [, [,
(date)
.............................................. ) e,

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

ltem 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.

/ays

Item 2 Commencement Date | The date the last party executes the A&é@?ﬁejﬁ)

Item 3 Initial Period The period starting on 1 Decem Olbanel/ending
on to the earlier of, (i) 30 Novemper and (ii) the
date on which Epidiolex® is pl on Australian
Register of Therapeutic G )

9 peutic Gpgas~ &

ltem 4 Product Specifications | Description: Epidiolex® 180 Mo/ ack containing 2
X 100 mL bottles of CBBia.s oil, oral solution,
for the Rest Of World only (excluding the US).
Packs will be tored as bulk stock from
which packs cted and shipped as required
to each intend ird party for distribution.

GAO0077 V4.
g/mL per pack
AN
Iltem 5 Terminal dney International Terminal
/7 pSudney
Iltem 9 Party responsjbleNaor GW
Delivery to
theTermipal\ >
Item 10 Party rgsponsjhle for QH through an agreement with Link Healthcare
Deliv ro
Termina H
ltem 11 Party responﬁbfe for QH through an agreement with Link Healthcare
Inspecting Product at
Terminal

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

Iltem 13 Project Managers GW:

Louise Harris
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Address:

Team Lead CTS
Kent Science Park, Sittingbourne,
Kent, ME9BAG, UK

Tel: 01-7-9543-4068
Email: @gwpharm.com
QH:
Dorothy Vicenzino
Address:
PO Box 2368 Fortitud
Qld 4006, Au
Tel: 61-07-3328 -
Email:
Dorothy.Vicenzino@heal

Iltem 14 Forecast at 1 May
2016

Calend &a te}Q Number of Bottles of

Epidiolex®
//\\ N 226
V= 270
- \ 3 270
~a 270
5 270
Y 6 270
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APPENDIX A
Technical Agreement
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g
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A
&
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The State of Queensland acting through
Queensland Health

[via the department’s Central Pharmacy]

GW Research LTD

Technical Agréement

for the Supply of Epidiolex® \&@

QH-GW Technical Agreement Page 1 of 33 Form No: QA-GMP-103-V3

D@H:DL 17/1D©11RTI Page 29



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 Queensiand, 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, Cambrdige CB24 9BZ, United Kingdom

\@@
@
Q=
A
Q=

QH-GW Technical Agreement Page 2 of 33 Form No: QA-GMP-103-V3
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1 SCOPE

A. This agreement supplements and forms part of the Supply Agreement that this
agreement is appended to, and defines the technical responsibilities of the partles
for the quality assurance, quality control, storage and distribution of the Epidiolex®
(Product) to Authorised Prescribers under the Queensland government’s
Compassionate Access Scheme, including as required based on the
Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-
operation Scheme (PIC/S) Guide to Good Manufacturing Practice (GMP)for
Medicinal Products - 15 January 2009, PE 009-8, (except for Annexes 4, 5 and 14)
https://www.tga.gov.au/publication/manufacturing-principles-medicinal-products,
Australian code of good wholesale practice for medicines in s g2, 3 4 and

medlcmes schedules 2 3-4-8, and Access to unapproved th
Authorised prescribers October 2004
https://www.tga.gov.au/sites/default/files/access-authoriged; riber-
guidelines.pdf.

. party unless agreed to by the parties in writing.

2. DEFINITIONS

The following list contains definitions

21 ‘Approved Contractor’ m! S

2.2 ‘Authorised Prescriber’4

Prescriber Scheme is the mechanism by which Epidiolex under the
lied to investigators.

ate Access Scheme’ (CAS) is the name which Queensland are
idiolex Supply Programme for Authorised Prescribers.

2.3 ‘Compa
applying to

2.4 ‘Certificate of Analysis’ (CoA) is a certificate detailing the results of analysis of a
particular batch of Product, usually against a particular specification, signed and
dated by a competent person in the Quality Department.

2.5 ‘Certification of Release’ or ‘Certificate of GMP Compliance’ is a manufacturing
and/or testing declaration that a particular batch of Epidiolex (Cannabidiol Oral

Initialled by GW S Initialled by QH éa(
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2.6

2.7

2.8

2.9

210

2.1

2.12

2.13

2.14

2.15

Solution) has been made (and tested) in compliance with a cited set of GMP
guidelines with or without deviation and signed and dated by a Qualified Person.

‘Clinical Trial’ is defined as any investigation in human subjects intended to
discover or verify the clinical, pharmacological and/or other pharmacodynamic
effects of an investigational product(s), and/or to identify any adverse reactions to
an investigational product(s), and/or to study absorption, distribution, metabolism,
and excretion of an investigational product(s) with the object of ascertaining its
safety and/or efficacy.

The terms clinical trial and clinical study are synonymous.

‘Compassionate Access Scheme’ (CAS) has the same meaning as in the Supply
Agreement.

‘Controlled Drug’ for the purpose of this agreement, has th e Meaning as in
the United Kingdom’s Human Medicines Regulations 2012 [S 2/4916]

‘Designated Agent’ means any sub-contractor o o has sufficient
knowledge, staff and training to be able to carry out th -conitracted services to

the necessary and required standards.
‘Drug Distribution Warehouse’ {(DDW) means a sit red by a Wholesale
Dealer's Licence or local equivalent carrying orrore activities relating to

procuring, holding, supplying or exporting m | products, apart from supplying
medicinal products to the public.

‘Expiry Date (or Expiratig 4 Iz means the date after which the Product should
no longer be used. The ekpiry gote-designates the time during which the material

under defined conditions, and af
life is described in t MYYYY
month described.

grmat, the last day of use is the last day of the

ans the’licence required by the exporter of Controlled Drugs
when movin Drugs to an importing country from an exporting country.

‘Good Digtribution Practice’ (GDP) (for the Product) means that part of Quality
s Hich ergures that products are consistently stored, and distributed to
vandards appropriate to their intended use and as required by the

Clinical Trhorisation or product specification file.

‘Good Manufacturing Practices’ (GMP) means the following:

i} Australian GMP Guidance based on PIC/S Guide to Good Manufacturing
Practice (GMP) - 15 January 2009, PE 009-8, (except for Annexes 4, 5
and 14)

1)) TGA Guidelines on Manufacturing standards for overseas manufacturers

Initialled by GW KJ | Initialled by QH Qg
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2.16

217

2,18

2.19

2.20

2.21

2.22

2.23

2.24

2.25

iii) European Commission Eudralex Volume IV — GMP guidelines (Current)

‘Import Licence’ and ‘Export Licence’ means the licences required by the
importer and exporter of Controlled Drugs when moving Controlled Drugs to an
importing country from an exporting country.

‘Investigational Site’ means the location of the Authorised Prescriber or nominee
to where the Distribution Warehouse will supply the Product.

‘Manufacturer’s/importer’s Authorisation for IMPs’ (MAI(IMP)) means a licence
issued by the United Kingdom’s Medicines & Healthcare products Regulatory
Agency (MHRA) following satisfactory inspection of the site by MHRA inspectors,
giving permission for the licensed site to manufacture, assemble, test, store and
release the Product.

‘Narcotic’ means Narcotics are defined as substances that el st' late or dull
an individual's senses, and that ordinarily become habit- i
when used over time.

‘Narcotics Schedule’ means the local classificati

do not comply with

@d out in order to establish if
s were out of specification and

7 structured way to determine if

rin the product.

a process for evaluating and retesting t
there is a Quality failure in the test proce

‘Packaging Com ents’ meahs items to contain or label a product, e.g. in this
ndary packaging such as cool containers, shipping

‘Proddct Specifications’ means the finished product specification referenced in
ficate of Analysis.

‘Product Specfification File’ (PSF) means a reference file containing all the
information necessary on the Product so as to inform the drafting of detailed written
instructions on processing, packaging, quality control testing, batch release and
shipping in relation to the Product and its use in a clinical trial. Some of this detail
has informed the requirements to be met in the Storage and Transport Conditions.

Initialled by GW k¢ | initiaited by QH @
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2.26

2.27

2.28

2.29

2.30

2.31

2.32

2.33

2.34

2.35

‘Quality assurance’ is a wide-ranging concept covering all matters that individually
or collectively influence the quality of a product. [t is the totality of the arrangements
made with the object of ensuring that pharmaceutical products are of the quality
required for their intended use.

‘Qualified Person’ (QP) means the persons described in Article48 of Directive
2001/83/EC of the European Parliament and of the Councif of 6 November 2001 on
the Community Code relating to medicinal products for human use, who by virtue of
their qualifications and experience are able to certify in a register the release of
medicinal products for commercial or clinical use in accordance with their
registered details and specifications, the details of which are to be notified by GW
to QH.

Product, from the market or clinic as a result usually of ek
unacceptable safety issue.

‘Responsible Person’ means the designated |
Warehouse who is responsible for ensuring that tihe rg
Distribution Practice, and the EU Guidelines o
Medicinal Products for Human Use Guidelin

jo}

‘Routine GMP Controls’ refers to the
such as product quality complaints and-re

storage and transport of the F ct—wiiich are included in the checklist of
responsibilities contained ipy A dix A to this Agreement

t Terminal is made. The Terminal address is
Agreement.

‘Wholesale Dedler’'s Licence’ means a licence granted pursuant to regulation 18
of the United Kingdom’s Human Medicines Regulations 2012 [S| 2012/1916] or the
local regulation equivaient. A ‘Wholesale Distribution Authorisation’ has a
corresponding meaning. The licence covers all activities consisting of procuring,
holding, supplying or exporting medicinal products, apart from supplying medicinal
products to the public.

Initialled by GW K | nitialled by QH @g
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2.36 ‘Unlicensed or Unregistered Medicine’ means a medicine, or dosage form of a
medicine, that has not been evaluated nor approved by the TGA in Australia and is
not entered on the Australian Register of Therapeutic Goods.

@
>
@
Q
@
A
Q@
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3. GENERAL TERMS AND CONDITIONS

3.1 SUPPLY and RELEASE OF PRODUCT

3.1.1 The supply of the Product is governed by the Supply Agreement. The
terms of delivery and passing of risk and title of the Product are dealt with in
the Supply Agreement but for the purposes this agreement, the point at
which risk and title pass in the Product from GW to QH is the point at which
the Product is delivered at the Terminal. For ease of reference in this
Agreement, the flow diagram relating to the supply of Product is in Appendix

E.

3.1.2 GW agrees that its Qualified Person is responsible for s ling and
Product inspection prior to the release of the labelled packs of
Product to QH and for the Routine GMP Controls (su omplaints and
Recalls of the Product) to be carried out by GW, follow! se to QH.

3.1.3 QH will use its best endeavours to ensure that patients of the
CAS Authorised Prescribers are prescribed t du

3.1.4 QH agrees to use its best endeavours to orrect labelling of

each pack for dispensing to the patient of ea orised Prescriber at the

relevant hospital pharmacy.

3.1.5 QH will use its best endeavou
the sites as specified in Appendi Should additional time be required in
an emergency, GW should be u
the stability of the Product.

3.2

ective obligations regarding storage and transit
a under the Storage and Transport Specifications.

3.22 GWa ensure that the Product complies with the Product

| supply or ensure that QH has access to all applicable documents
those listed in Appendix F that are required to be provided by GW

will provide a data sheet or Safety Data Sheet (SDS) to assist in case of
spillage.

3.3 USE OF SUB-CONTRACTORS

Initialled by GW K | Initialled by QH é;{
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QH will not subcontract its obligations in this Agreement without first seeking
written consent from GW. GW's consent will not be unreasonably withheld. QH
acknowledges that it is responsible for the obligations it proposes to delegate to the
Approved Contractor or any other contractor it may sub-contract to during this
Agreement.

Sub-contractors agreed to by both parties are listed in Appendix D
34 ANTI-BRIBERY/ANTI-CORRUPTION LAWS

GW and QH agree to comply with their respective anti-bribery and anti-corruption
laws.

3.5 GENERAL PRODUCT DATA
The parties acknowledge that the Product is an Unlicensed o

The Product is classified as a Schedule 4 poison in the (Jo ealth Poisons
Standard (SUSMP) issued under the Therapeutic Goo 1989 (Cth) and the
Health (Drugs and Poisons) Regulation 1996 (Qld) is s ct to regulation

regarding its use and supply, accordingly.

3.6 VARIATION OF THE CONTENT IN THIS A

rov m other party for any variation
cri n this Agreement prior to
the Storage and Transport

3.6.1 The parties will obtain written
to obligations and responsibilitie
implementation, including any cha
Specifications.

3.6.2 The parties will not unfeaggnak lvwl to implement any new standards,
specifications or pro @ $ at the written request of the other party.

3.7 RESPONSIBILITIES FORSURVEILLANCE FOR SAFETY REPORTING

In relation to the uct, safety reporting to the regulatory authorities will be
detailed in the letiér to orised Prescribers issued by the TGA.
Y FO

3.8 RESPONSIB LLICENSED MEDICINE SAFETY AND
EFFICACY

in relatioprfotke effects’on the safety and efficacy of the Product of the storage,
distributio H )handling of the Product by QH or its agent, this is the responsibility
of QHpfrovidéd-both parties have used their best endeavours to comply with the

Techni

Xgfeement and the Study Protocol.

3.9 RESPONSIBILITIES FOR RESPONDING TO CUSTOMER COMPLAINTS
GW will investigate and respond to customer complaints. QH will ensure all
customer complaints that QH is made aware of are notified to GW promptly using
form GE-GXP-023.

Initialled by GW £¢ | Initialled by QH @
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3.10 CONTRACTOR CLOSE DOWN
If QH or their agent terminates the Supply Agreement, GW has the right to request

the return of all unused Product which has been maintained under GDP conditions
and is still within the controlled supply chain.

4. DESIGNATED CONTACTS

4.1 MINOR QUALITY ASSURANCE MATTERS - e.g. documentation, reconciliation,

traceability
At GW Qualified Person or
Quality Assurance Personnel
At QH RESPONSIBLE, SON or

Project Manag

4.2 SERIOUS QUALITY ASSURANCE MATTERS -e.g. ¢ er complaints, product

Recall.

At GW F QUALITY

At QH PERSON or
Signatures, initials and contact det ;‘w’ release signatories are in
Appendix H.
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5. EFFECTIVE DATE:

Effective from Date of Final signature
DATE OF CONTRACT REVIEW:

Three years from date of final signature

QH ‘ GV)IR )
Signature Wn\h\]ﬂ L\' KMXA:‘L

Name Michael Walsh Karen Stoddart @ y)

LS
Position Chief Executive Global Direc f Quati
78 QU
)
Compan Queensland Health GW Researc
E RS
Date AR-12~ 201} (ZPLG@M Z_E{(é
\—/

AN
Q*
N
Q-
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6. TECHNICAL AGREEMENT CHANGE HISTORY

Technical Agreement | Effective s Previous
Ref. Date Significant Changes TA Ref.
, Date of
gﬁéivn:l e‘;?chmcal Final N/A First Issue
g Signature
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CONTENTS OF APPENDICES

Appendix A Checklist of Responsibilities

Appendix B The Product

Appendix C Site Addresses for Storage and Collection, with Target
Delivery Timings

Appendix D Approved QH Sub-Contractor List

Appendix E Flow Diagram for supply of Epidiolex® to indifiduappatients

Appendix F Documents supplied by GW

Appendix G Complaints Form: GE-GXP-023

Appendix H Documents supplied and used b f‘

Appendix | Signatures, initials and contact d t@( Approved Release
Signatories

All appendices will be reviewed by both
occur. The Parties agree that this will not co
rather changes to each separate Appendi
writing.

egular basis or as changes
vdriation of the agreement but
confirmed with each other in

NB: All amendments to specifi
document control and the issug

data_inAppendices will be updated via
rrent procedures.
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Appendix A
(for the Product described in Appendix B)

CHECKLIST OF RESPONSIBILITIES

(according to specifications regarding Product Manufacturing, Packaging & Release

and Storage and Transport Specifications)

Product Manufacturing, Packaging & Release

GW

QH

Will adhere to the EMA Note for guidance on
minimising the risk of transmitting animal spongiform
encephalopathy agents via human and veterinary
medicinal products (EMA/410/01 rev.3) (2011/C 73/01)
Transmissible Spongiform Encephalopathy agents —
TSE and any other specific requirements of regulations
relating to Medicinal products containing or using in th (
manufacturing process materials of animal and/or

human origin
http://www.ema.europa.eu/docs/en GB!documenk/lft}
ary/Scientific quideline/2009/09/WC500003700.59f /, /\

~—

(b)

Will provide assistance to GW regarding IgbeHind\of
Product to ensure regulatory compliance

( 7/ A
Will obtain written QH approval for Praduct %@

packaging to ensure regulatory comp

SN

(d) Will ensure Qualified Person relea hBatch of
product prior to export /L X

(€) Will maintain the Product \oi/ation File for the X
Product

(f) Will supply Prima rinted Packaging compatible X
with the Product

(@) Will supply sy nd botﬁe/ stoppers compatible with X
the Product

(h) Will inforpr QBENin writind of the flight number, quantity
and timy impending shipments of Product to the X
Termina

(i) Will ship Pr&dﬁ@ only to the airport Terminal described |

in Appendix C.
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GW QH or
agent

1. Compliance with GDP

(a) Will ensure safe, GDP compliant storage of
Product up until the point at which it is delivered
at the designated Terminal (Delivery at Terminal X
Incoterms 2015 http://www.one-
ill.com/downloads/incoterms%202015.pdf )

(b) Will ensure safe, GDP compliant storage of
Product from time of pick-up from designated

provided to the receiving pharmacy

Terminal (Delivery at Terminal) until Product is O
2. Distribution R
M

i)
(a) Will ensure Product is transported from the N
Terminal to the Drug Distribution Warehouse, an \f
from the Drug Distribution Warehouse to the K 7 N
relevant pharmacies (Central Pharmacy, QH) i O
such a manner as to ensure that the Produ

identity and ownership are not changed,
accordance with Good Distribution @

(b) Will supply, on request, documented c&%ion
that the Product transported ant

pharmacy has been maintg at the
appropriate temperature

3. Required Temperature f(ﬁ //gfem;t Transport

(a) Will ensure the followi emperatures are

maintained when the Product tored and when
in transit the ature Requirements’)

Produ&\ Nperature Requirements

/7 /\\ Storage Transport

L]
Epid) lex fé&tg‘ ;é?ge Do not transport X X
(1 " | above 30°C. Do

CBD Do not ;
. not refrigerate or
Oral refrigerate freeze

Formulation) | or freeze
For any Products considered Narcotics, storage
must comply with the local laws for that

substance.
Initialled by GW s Initialled by QH ﬂ(
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(a)

Tt th mina

Will ensure validation and management of the
temperature units and mapping of the storage
area and that the validated state is maintained
including via periodic review

(b)

Will ensure security of the facility in accordance
with local regulations for storage of Schedule 4
products

(c)

Will ensure the facility is compliant with a GDP
grade level pest control program as per the EU
Guidelines on Good Distribution Practice (GDP,
of Medicinal Products for Human Use Guideiig
2013/C 343/01;

Will ensure the product is transpo
containers designed and qualified t
temperature requirements

AR
\®)

(a)

transport of Schedule 4

Will ensure security of the trans igles is in
accordance with local regulati r the
v

lidatic

Wil ensuré validation of ¢
used to manage temperat
the Drug Distribui rehouse

and security at

(b)

stora the Product from the

point it is d d at the¥Terminal until delivery X
of the Proéluct t pharmacy or until the point
at which itis destroy

/N

WV
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GW

QH or
agent

Will ensure that the storage and transport of the
Product is undertaken in accordance with all
relevant regulatory requirements, and in
accordance with:

o theAustralian code of good
wholesale practice for medicines in
schedules 2, 3,4 and 8
https://www.tga.gov.au/publication/austral
ian-code-good-wholesaling-practice-
medicines-schedules-2-3-4-8, |

° the EU Guidelines on Good
Distribution Practice (GDP) of Medicinal
Products for Human Use Guideline
2013/C 343/01; and

o the EU Directive 2011/62/EU

Wil pay special attention to those aspect \f
dealing with temperature-controlled environmezg

and Narcotics restrictions and will take i
consideration all applicable Environ
Health and Safety standards and goo
keeping standards for storage an
Australia. i.e. the EU Guidelin
Distribution Practice (GDP) of Medicina
for Human Use Guideline 2013/C ;

(e)

the MM/YY format, the lastday of use is the last
day of the month described.

Il cts are delivered to the
Terminal safely and ar sported and stored
according Storage and Transport
Specificati safe transport and storage
of the P t will be maintained until Delivery at
Termj

(9)

The St and Transport Specifications
contained ghout this table must be

maintained throughout the distribution chain.

(h)

Will ensure that no third party under QH’s control
other than the Approved Contractor and its
approved courier may open any container or
carton without prior and specific agreement with
GW.

Initialled by GW K¢ Initialled by QH ﬂ{
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(a)

Will make I nece
the Product and the Manufacturer's License
required for the Product

Will maintain a Wholesale Dealer's License {or
local equivalent) current for the duration of the
Compassionate Access Scheme and make all
necessary declarations concerning the Wholesale
Dealer’s License.

Wilt comply with all applicable regulatory
requirements and laws relevant to the obligations
under this Agreement

Will in the event of a termination of this

X
&
Agreement, return all unused Product which has L/@
\f X

bheen maintained under GDP conditions and is sij
within the controlled supply chain.

(f)

Will obtain required Import iicens %Ms

ability of a

Will ensure the assig ﬁ SV
Responsible Person at t pot of the agent

(d) Will maintain the appropriate Regulatory a @ X
Ethics approvals during the CAS %
/|
@) Will obtain required Export licenses an&p\e\ﬂ{its
i X

Will ensure that staff at the D istribution
Warehouse engaged.in GDP activities are
appropriately traipe dertake the GDP
activities

{c)

~
The Respafigib son will seek advice from the
Qualified Person at , as necessary, on issues
safe and secure storage and

Will ensure that a technical or quality agreement
is in place with sub-contractors, including the
Approved Contractor, who are GDP compliant
and associated with the Product covered by this
Agreement.

Initialled by GW ~S
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"Wltlensure that fhe Quahfled Persons of GW are

@
\1\/\
- Mﬂ%@%‘w

part of the Technical or Quality Agreement

Review and Approval process for all QH GMP X
and GDP Approved Contractors.

(f) Will maintain overall Product supply chain
accountability for the Compassionate Access X X

Scheme

Wil suppty Product 6ﬁfy to patEenté of Authorised

Prescribers

Will supply Products in accordance with flow
diagram in Appendix E.

AN

Will record distribution of Product by batch to % )
enable Recall of Product from all entities to whic j

distribution has been undertaken as part o X
Agreement
AN /
(d) Wil produce, and use, their genera[ dures,
as agreed by the parties, and as a i to
each part of the supply of the Pro
Activity.  Specific procedures X X

Product will be written by
Agent.

specifications
exported to
completio

(b) Will refaj sampies required to comply with
regu nts for retained samples. Any
othe s required will be requested by GW
from Q riting. QH is not required to keep X
any sampless
(c) Will keep retained Product for responding to
complaints. X
Initiatled by GW K ‘( Initialled by QH a{
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i I:‘ fécei\fé énd |ﬁépe¢t Product from GW in
accordance with GDP procedures

Using Form CL-GCP-091 will inform GW within 24
hours of inspection should any defects be found.

Will check and review data from delivery
transportation temperature monitoring devices.

Will send the transportation temperature
monitoring device download to GW.

(e) Will ensure written receipt of acceptance of
delivery conditions is given to QH, to all
release of product to hospital pharmacies

(f)

Prior to releasing Product to hospital pharpacies,
will ensure written receipt of accept 0

delivery conditions by GW

Will report any deviationg )
to GW in writing, parti€Uia

efation to GDP, X
temperature monitoring, and ldbelling activities.
AN
(b) Will report to G }%?:any GDP deviations to
procedures pr es, relating to the X
Product, by or its ignated agent, which
have a f ect on the quality of the

“product in
accordance with local regulations for desfruction
of medicinal products in the presence of a

Responsible Person
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S
-

.
e
e

TS

smea e

Will maintain records of temperature monitoring

and shipment for at least five (5) years, including

temperature calibration certificates. At the end of

this time, subject to legislative requirements,

including under the Public Records Act 2002

(Qld), QH will offer all records relating fo X

temperature monitoring and shipment of the

Product to GW for retention, unless by mutual

agreement they are transferred to GW for

archiving prior to the 5 years. @ )7
(f) Will provide documents listed in Appendix F to r

QH )
(@) Will provide documents listed in Appendix G t J X

GW

(N5

(h) Will ensure all records are kept to

complete traceability of the Product

distribution \ X
@) Will maintain all GMP and GDP@ until

the transfer of ownership of th cf, at the

airport Terminal f)
(0 Will maintain records at le theperisd

required by local legislat] X

Note: data from any c[ini@{%rassociated with

this Agreement st be kept at least fifteen

(15) years after th pletion of the clinical trial,

or untl the ay of the youngest

participant, er, Australian Privacy

Principles
(0 Will maj appropriafe records, and make

these Available to the regulatory authorities as

req 'r reasonable request. X
(m) Will ensure that in case of emergencies relating to

the technical details of the Product or related

products, GW’s Qualified Person will immediately

provide specific details o QH.
Initialled by GW k_f Initialled by QH ﬂ{
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(n)

Will ensure that the applicable Recall procedures
are implemented if a complaint leads ultimately to
a Recall of the Product.

(0)

Will ensure that assistance is provided to GW for
any recall required as per the GW recall or defect
procedure.

Will notify GW immediately, and subsequently
provide the notification in writing, of any instance
where there is a discrepancy found between the
quantities detailed on the paperwork and the
physical amount of Product. GW will also be
notified immediately, as above, of any loss
Product by theft or damage.

N

(@)

Where a defect is noted, or quality compl %

received, QH will supply the neces
information on the storage and delive ndi

from arrival at the Terminal up until
identification of the defect. /7 A

(n

Will complete and report to QH the r&slilty of any
defect investigations with iness
days, with assistance frg here appropriate

(s)

Will manage defect investigati or complaints
arising from transpertation and storage once the

Product has be ted by QH, with
assistance TV%W a ropriate.
AN

{t)

Will accept(pétur\n%)duct on behalf of GW,

where th is evide of a defective Product on
duct associated with a complaint

(u)

Will inf&% within 24 hours in writing of the
details of anygustomer complaint received by QH
concerning the Product and will return any
Product associated with the complaint to GW,
forthwith if requested.
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e
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- -

i
. - . - .
.~ > o
= w"{‘@r\.\n ”&/"\\ = . t\/f\\\':\/?

GOy

R

.

Will maintain complaint samples returned under
the required conditions as far as reasonably
possible until a written instruction to investigate or
destroy has been received by QH from GW.

(w)

Will report any adverse occurrences that may
affect the Product to GW contacts. E.g. product
impact /crushing/water damage.

Will maintain at all times a Recall Procedure o
be immediately implemented on the sole
instructions of GW or their nominated
Responsible Person or Qualified Person.

Will initiate both urgent and non-urgent Recalls C(?

and communicate this to QH. \@j/
PG

(c)

Will conduct the recall of Product accopdin
GW Recall Procedures, if instructed ar re te
u

to do so either by GW or by the loC

agency or other authorised govern?au> y
(/A

(d)

Will implement non-GW Regall Protédurgs’ ONLY
in the event that prior Ahstryotion nnot be
reasonably obtained in 3 nanner from GW,

ples
ested by GW from the Drug
sg), e.g. in response to
omer complaints. These samples
ssarily withheld by QH.

Product may
Distributj

(b) Will ensyré_the necessary export arrangements
are made the return to GW of complaint or
Recall samples

(©) Will obtain verification of GW's import ficense
prior to exporting product

Initialled by GW K Initialled by QH @
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{a) Will provide reasonable access to facilities,
equipment, procedures and records to allow
GW to confirm satisfactory compliance with X
the Transport and Storage Specifications
contained in this table.

(a) Will inform the other party in writing of any
deficiencies noted during an inspection by a
Licensing Authority Inspector which relates to, or X
impacts upon, the Product storage and
distribution.
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Appendix B — the Product

Local
N . Current Narcotics Schedule
g‘;?:gat'onal Medicinal | Gy et Version [Health (Drugs and
Reference* | Poisons) Regulation
1996 (Qld)]
Epidiolex®
(100 mg/mL CBD Oral .73 - Irrelevant ¥ 5S4
Solution) I(T;?r;nr:weg:fa?nl\
The Product Specifications
*Future updates to Product Specification versions will be provid QH)via the GW

Document control process as they are issued.

al

Manufacturing of the Product has been in accordance with tthecifications
and with GMP and all applicable internal processes of GW applicab, the Product.

s.73 - Irrelevant information (commercial)

[ S

O

@
&
A
&
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Appendix C

Site Addresses for Storage and Collection with target Delivery Times

Site
.- Site/Address/Contact Licence . o
Activity details (General) Reference Delivery Times
No:
Delivery at Airport (Terminal)
Terminal
Collection Point of entry into country
(local customs)
Airport (Terminal)
Main LINK Healthcare, oty eustoms to Main
Storage — same day
%\\j\
Pharmacies | Queensland Health (QH) § < Main Storage to
Central Pharmacy H Central Pharmacy
Q @ same day
/‘x
Pharmacies | Lady Cilento Children’s V from Main Storage to
Hospital (LCCH) Ph { LCCH Pharmacy —
same day
Level 2, Lady C'
Children's Hospt _
501 Stanley Street)
Brisbane Qld 4101
61 (07y 2068
Other Sub- N/W
Contactors

NB: Delivery timeg

receive delivery.

\/

cted to working days and delivery addresses being available to

Initialled by GW
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Appendix D

Approved QH Agent and Sub-Contractor List

| |
Supply Chain Manager
\@linkhealthcare.co B

| @Iinkheathcare.com/7

D\

Study Agent/Sub- Contact Details Service
Number Contractor Provided
Name and
Address
CHQO001 | Link Medical | | Storage and
Products Pty RA and QA Manager distribution
Ltd ACN: 010
971 516,

NS

{5
@}@
&

N
&
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Appendix E

Flow Diagram for Supply of Epidiolex to Individual Patients

Flow Chart Responsibilities

s.73 - Irrelevant information (commercial)

@
7
&
2
&
AD
&

Initialled by GW K§ | nitialled by QH A

QH-GW Technical Agreement Page 29 of 33

D©H=‘Dﬂ= 17/1=©11RTI Page 57



Appendix F

Documents Supplied by GW

Appropriate Export Licences for each delivery/event (all cross borders to be covered)
Safety Data Sheets for each product listed in Appendix B
Certificate of Release for the Product

Certificate of Analysis for the Product

Changes to standing instructions or agreements

Faxes or e-mails relating to Import Licences required
Faxes or e-mails relating to impending shipments
Instruction relating to authorisation for picking and distribution of/medigagion packs
Complaints Form: GE-GXP-023

Patent Safety Summary Sheet
Patient Administration instructions @
Good Warehousing Practices

e Guidelines on Good Distribution Practice of Medicin ucts for Human Use
(Guideline 2013/C 343/01)

& # & & & &5 & s & 2 5
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Appendix G
Complaints Form: GE-GXP-023

GAI IMP Complaint Notification Form

phrarmecauticals

or fax to +44 (0)1795 475349 within 24 hours of notification of product complaint
If complaint is also linked to a Serious Adverse Event the form must also be emailed to

or faxed to +44 (0)1223 233319
» A Photocopy of the form is to be filed in Investigator / Pharmacy Site File
s The Original signed form shoukd be posted to the GW CTS Department (with a sféuple)

INVESTIGATOR CENTRE TO COHPLEI'E
(Piease complete ail nelevant anaas of this Tom)

GW Protocol: Date of Complaint (( //\\
Site Address: Patient No.
Poi
s st 2
uatemspensed(wappae(ui)e; /\«/
Site No.: GW PRN (ifknown) } )
Pack no. o~
Tel: Product Name {f fnoyéy”
Is the complaint also linked to a Serious Adverse gﬂj OYES ONO
IfYEs,plaaseﬁclppmprhtebnx:nd:ﬁzehc?igs{ or AEform: [OISAE [OAE

—— (77
N/

N
N)

KL _f—

Investigator / Staff Name: [ODr O OMiss / Ms CIOther
Name (print): re: Date:
Fmd:mlmewwmandMJ Fax: [J Email: O Date:

the complaint sample, include a more det.mled description, and digital
complaint sample.

ing shipped with other returned IMP the CRA/CRM must inform the CTS

highlight the complaint IMP packs within the consignment.

Sznpl{W Department [] YES Quantity: Uniits: Date Sent:

CRA I Monitor
Name: Signature: Date:
Page 1 of 1 Form No. GE-GXP-023-V6
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Appendix H
Documents Supplied and Used by QH

Procedures and Records covering:

® @ & @ * @ & & & & 0 & * > 2 P " »

Distribution Reports on request by GW

Procurement, ordering and purchasing

Receipt and checking of deliveries including counterfeits

Storage and stock rotation

Cleaning and maintenance of the medicines storage area (inciudi t control)
Specification, maintenance and recording of storage temperatur,

Specification, maintenance and recording of transit temperature

Security of Product on site and in transit
Controlled Drugs Log
Removal of expired and damaged stock from usable stock

s
Destruction of returns and expired Product

Records (including orders, returns and Recalls)

Complaints handling

Recall

Duties of the Responsible Person
Records of building management tempera
Records of transit temperatures as agres
Calibration records for thermometers 3

the Product

Records relating to pest contrg it
Stock reports as agreed @
Patient Authorisation Form
Authorised Prescriber Form

Patent Safety SummaprSheet (generated by GW used by Authorised Prescribers )
Patient Administration, | tions {(generated by GW used by Authorised Prescribers)

S

for specific sites/studies
@s used in the storage and transport of

Documents:

Importation liceRces
Pharmacy orderform
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Appendix |

Signatures, Initials and Contact Details of Approved Signatories

GW

Position Name Signhature initial
Site Head of Quality/QP Steven Stuart' W <=
QA Manager/QP Scott Smith = 338
Contract QP Robert (Bob) Lambeit' s
Technical Director Peter Gibson b%@ﬁ/ (e
Head of Clinical Trials Supplies Liz Brooks W((/ A | =5
Global Director of Quality/QP Karen Stoddart K%mw /Cf
Contact Details: e-mail Phgye
Steven Stuart @g-pharm.com
Scott Smith @g-pharm.com
Bob Lambert @g-pharm.com
Peter Gibson @g-pharm.com
Liz Brooks @g-pharm.com
Karen Stoddart @gwpharm.
Pharmacovigilance | @gwpharm.gom
Complaints @g

'Qualified Persons from GW responsible for po

A
QH R\
Position Name// >) Signature -4 Initial |
Y/

Executive  Director, Chief
Medical Officer and

Healthcare Regulation Unit @W { %\)

Director Central Pharmacy g)‘( Grgh@\({ook cote” |
; . 7 N A V4 -
Dlrfactor Medicinal Canna%/\ egory Perry
Unit ;
el =/

P responsibilities.

DAY
Contact Details: // ) L9mali Phone
Dorothy Vinzino Dorothy.Vicenzino@health.gld.gov.au | 07 3328 9219
Graham Cook .V | Graham.Cook@health.gid.gov.au 07 3120 8561
Gregory Perry Gregory.Perry@health.gld.gov.au 07 3328 9152
’Responsible Person for QH
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