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Five Key Areas in a CTA

» Supply of investigational products and study materials
 Safety reporting
« Appointment of contract research organization (CRO), if applicable

» Monitoring, auditing and inspection

» Financial arrangements




Five Key Areas in a CTA

» Recruitment of human subjects

 Informed consent procedures

« Completion and verification of case report forms

« Archiving of study records




Five Key Areas in a CTA

» Ownership of study data and intellectual property rights

» Confidentiality of study information

» Registration of study with public clinical trial registries

* Publication of results




Five Key Areas in a CTA

* Indemnity

* |[nsurance

 Limitation of liability




Five Key Areas in a CTA
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« Amendment and assignment of agreement
» Termination of agreement / termination of study
* Disputes resolution

« Governing law




Who has the responsibility to manage a CTA ?

CTAs are legal documents
only lawyers can understand !

Management of Clinical Trial Agreements



Who has the responsibility to manage a CTA ?
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Who has the responsibility to manage a CTA ?
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Clinical trials are conducted

by investigators !
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Who has the responsibility to manage a CTA ?

Investigator
.‘ ;B ]

* Legal languages Operational contents

* Legal liabilities Funding arrangement
Publication rights
Protection of
subjects’ interests

&

[ Management H

* Resources allocation
* Influence on hospital
services

* Protection of
hospital’s interests

Management of Clinical Trial Agreements



Standardization of CTAs in HA
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HA Standard CTA Template

THIS COVER AGREEMENT & made the [ » Jdayef [« ][]

BETWEEN:

m

@

[ =] a company mrorporated under the lyws of [ = | with its registered office
situated at [ = ] (“Sponsor™); and

The Hospital Anthority, a stanmery bedy incorporated under the Hospital Auntherzy
Ordinance, Chapter 113 of the laws of Hong Kong, to manage and contrel public
hospials Hzted in the Hospital Autherity Ordinance (“Public Hospitals™) with 2z
head office at Hospzal Authedity Builiing, 1478 Argyle Sueet. Kowleon Hong
Honz ("HA™).

WHEREAS:

@
®

The Sponsor wishes to camry out clinical trial: at the Public Hospitals.

The H4 agress to the clinical trmal terms and conditions (HAT + | template, version [
= | artached hersto as Exhibi 1 (“Terms and Conditions™) for and on behalf of the
Public Hospirals.

NOW IT IS HEREEY AGREED AS FOLLOWS:

1

The parties agree that effective from the date of this Cover Apresment the Terms and
Condiions shall apply to all clnical trials fo be sponsared by the Spensor and cammied
out at the Public Hospitals, subject to the agreement amongst the Sponser, the relevant
Public Hospital and the principal mvestigator as to the partioulars of each sponsered
climical trial by their completion and execution of the Schedules to the Terms and
Condgions (“Scheduoles™). The Terms and Conditions together with the completed
and executed Schedules shall constitute the agreemsnt (the “Agreement™) for that
sponsored chnical trial.

This Cower Azreement shall be zovernsd by and construed in accordance with the
lows of Hongz Fone.

IN WITHESS whereof the parties or their anthorised representatives have set their hands the
day and year first above wiitten

SIGNED by [ = ]
Far and on hehaif of the Hospétal Aumtharity

SIGNED by [ =]
Far and on behalf of the Spomsor

VICAT TRIAL TERMS AND CONDITIONS (HA/] » | template version [ = )

("TEEMS AND CONDITIONS")

RECTITALS & PARTIES

The company referred to m Schedule 1 (“Spomsor”) wishes to appoint the nrmcipal
investizator Principal Investigator™) to conduct a spomsored clinical mial {“Stady™)
in a climical trial setting at the clinical department (“Study Site™) of the public hospiral
(“Institation”) manazed and conerolisd by the Hospital Authority i accordancs with
the study protocol (~Study Protocol™), the details of which are set out in Schedule 1.
subject to these Terms and Conditions and the following schedules to the Terms and
Conditions (“Schedules™) (the Terms and Conditions and the Schedules are collactively
referred to as the “Agreement™):

Srudy Armanzements

Conditions Applicable to the Principal Investizator
Indemnity Apresment

The Principal Investigator agrees to camy out the Stady on the terms and conditions of
this Agreement, the date of this Agreement (and its effective date, if any) are set out in
1L

OFERATIVE FROVISIONS

Interpretation

Inthis Asresment. umless the confext otherwise requires the following expressions shall
have the following meanings:

“Budget” means the estimated sum of monsy to be provided by
the Sponser to the Institation to emable the Principal
Imvestizator to conduct the Stody which consists of the
componenis sef ouf m Schedule 2;

means the printed or alectronic case report frms to be
completed by the Principal Investiator and'or
members of the Stady Team i respect of the Study, the
form of which and data covered are w0 be agreed
‘berween the pamies;

means the relevant instinational review toard or ethics
commitiee responsible for the ethical review of the
Study.

means a Subjed who meets all inclusion criteria (and is
not excluded by the exchision criferia) to enrol m the
Study as specified in the Stdy Protocol;

“Ethics Committes™

“Evaluable Subject™

* | tenmlate, version [ = J)

Management of Clinical Trial Agreements

THE SCHEDULES - SUBJECT TO THE TERAMS AND CONDITIONS
(HAT - ] TEMPLATE, VERSION [ + |)

erm: and Conditions form an integral part of these Schedules and are incorporated herein

STE0CE. IheImanﬂCumﬂ.ﬂanthe:ekhed:uJﬁ are together refemred o as the

Schedule 1 - Studv Arransements
(a) The date of thiz Arreement js: [ =]
(b)  The effective date of this Asresment is- [ = ]

The Sponsor is [ = ], a company incorporated under the lws of [ « ], with #s registered
office simated at [ = ]

(a) The stitation iz [ = ]
(b}  The Principal Tnvestizator is: [ = ]
The Study Site is: Department of [ = ]
Tel [*]
Faw [=]
The Srudy and the title afthe Snady Protocal is: [ = |
The raference momber of the Study Protocel is: [ = ]
The Srudy is anticipared to bst: [ * ] months
The Product o be imestizated under the Stady is: [ = ]
Target mmher of Evabuable Sabjects to be rermuited fs: [ =]
Bermitment End Date of Evalahle Subjects s [ =]
Completion of Case Report Form during the Smudy: within [ = | days
Eesponse to data queries during the Sady: within [ = ] days
Faemponze to data queries during the final clean up: within [ « ] days

Completion of Case Report Forms on completion or early termination of the
Stady is: withm [ = ] days

Archiving Period is: [ = ] years

] template. version [ = )




HA Standard CTA Template

MENT i made the [ - 3 ~vef [« ][ +]

i'ﬂ::a. 4 den:n, Kn:ut. to mag!am‘l :mu:ml)ru
in the Hospital Authority Ordinance (“Public Hospitak™) with &z
i Sueet, Kowloon, Hong

ee that effective from the date of thi
apply to all clinical trials o be sponsared b tha Sponsor and camied
st the '51»11!.01.1]12 rek rant

IN WITNESS wl
day and year first @l

SIGNED by [ = ]
Far and on beha if gfihe Hospial Ambority

SIGNED by [ =]
Far and on behalfigfilis Sponsor

Terms &
Conditions

General
terms &
conditions
for

Management of Clinical Trial Agreements
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HA Standard CTA Template

THIS COVER AGREENENT S

BETWEEN: THE SCHEDULES — JECT TO THE TERMS AND CONDITIONS
[=] acm ¢ /[ =) TEMPLATE, VERSION [ + ]}
situated ac [ #

Signing of the
Cover Agreement by HA
constitutes a Master CTA

Evaluable 5 Conpletion of Case Feport Forms on corpletion of =aly termunatien of the

Archiving Peri

Management of Clinical Trial Agreements



HA Standard CTA Template

Referring to the Master CTA

For each clinical study

Completing the Schedules

Signing of the Schedules
constitutes a CTA

THE SCHEDULES - SUBJECT [0 THEShRia e o e
B [TFLATE, VERSION [« |)

o [=]).
dules and are incarporated herein
The Terms and Conditions and these Schedules are together refemed ig «
for the Smdy.

(a) The date ofthis Asreement js: [ =]
(b)  The efective date of this Agreement is- [ = |

The Sponsor iz [ = ], a company incorporated under the bws of [ = ], with &= registered
office sinated at [ = ]

The Instirurion iz [ = |
The Principal Investigator &: [ =

The Study Site is: Department of [ = ]

Tel [=]
Fax [=]

The Srudy and the title afthe Snady Protocal is: [ = |
The referencs mimber of the Stody Protocali=: [ = ]

The Srudy i= anticipated to last: [ = ] menths

The Product to be imestizated undar the Sndy is: [ =]

Target mmher of Evatuable Sabjects
Becruitment End Date of Evahiahl

Completion of Case Report Form during the Srudy: within [ = ] days
Famponse to data queries during the Stady: within [ = ] days
Faemponze to data queries during the final clean up: within [ « ] days

on of Caze Fepornt Forms on completion or early termination of the

Archiving Period is: [ = ] years

(AT » ] tenplate. version [ = )

Management of Clinical Trial Agreements



Schedules for Individual Studies

_— 9

THE SCHEDULES - SUBJECT TO THE TERAMS AND CONDITIONS THE SCHEDULES - SUBJECT TO THE TERMS AND CONDITIONS
(HA/[ » ] TEMFLATE, VERSION [« ) (HAT » | TEMPLATE, VERSION [ [}

Thase Schedules are entered into by the parties hereunder in respect of the Sudy refemred to in Schedule 2 — Budset for the Study
Part 4(z) of Schednls 1, subject te the Terms and Condirions (HA' = ] Templatz, Verzion [=]).

The Terms and Conditions form an mtegral part of these Schedules and are incorporated herein [EXAMPLE:]

by reference. The Terms and Conditions and these Schedules are together refemed o as the

“Agreement” for the Study. L Fixed cost to cover the basic costs to be inowred for the Smdy:

[ =) and the Instinmtion"s administrative costs of HES15,000.00
Schedule 1 - Studv Arra s

(a) The dateof this Asreement is: [ = ]

Smady costs for the Smdy-

(@)  Treatment cost per Evalable Subject (up to the maxinmm mmber of Evahmbls
() The efective date of this Asresmeant iz [ = ] Subjects under this Arreement or addwsonal Evaluable Subjects agresd by the
Spomsar), provided that the Evahmble Subject completes the trearment andor
The Sponszar is [ = ], a company incorporated under the bws of [ = |, with = registersd conclides with a “withdrawal'conchision wisit™ in accerdance with the Shudy
office simated at [ + ] Protocol, iz [ * ]

(2} The Institation is: [ = ] ()  Follow-up cost per “Follow Up Visit™ completed by the Evalmble Subject in
accordance with the Smdy Protocolis: [ =]
(W) The Principal Investizator is: [+ ]
{€)  Screenine failure cost per Subject screened according to the Study Protocal bt
(g} The Study Site is: Deparmment of [ = ] who carmot be eorolled as an Evahiable Subjectisz [ = ]
Tek [=
Fax E'} (d)  Additional assessment costs for each actual additional assessment performed for
each Evaluable Subject in accordance with the Study Protocolis: [ + ]
(a)  The Srudy and tha title of the Sudy Protocolis: [+ ]
(g)  [Wature of Assessment] [Cost]

B Others (Famy)[ =]
The detailed braskdown of the Budzst (i any) is attached to this Schedule 2.

(b)  The reference mmber of the Stady Protocol is: [ =]

(c)  The Srudy is anticipated to last: [ = ] months
The Product to be imvestizated under the Smidy &s:[ =]

(2]  Target mmmber of Evaluable Subjects to be recrusted is: [ = ]

(f  Becuitment End Date of Evaluable Subjects i5:[ = ]
Completion of Case Report Form during the Srudy: within [ + ] days
Fasponse to data queries during the Stady: within [ = ] days
Pespons= to data queries during the Snal clean up: within [ = ] days

Completion of Case Fepont Forms on conmlstion or carly termination of the
Srady is- within [ = ] days

Archiving Perind is: [ = ] years

(ELA] = ] rengplate, version [« ) (HA[ = ] template, version [ = )

Management of Clinical Trial Agreements




Schedules for Individual Studies

_— 9

THE SCHEDULES - SUBJECT TO THE TERMS AND CONDITIONS THE SCHEDULES - SUBJECT TO THE TERMS AND CONDITIONS
(HA » ] TEMPLATE, VERSION [« |) (HAT » ] TEMPLATE, VERSION [+ ])

Schedule  — Pavment Schedule Schedule 4 — Conditions aible to the Prind ieator

Payments doe to the Instinttion under the Budgst shall he made by the Sponsor accerdine o I being the Principal Investizator of the Stady at the Smdy Site, have read and undsrstood the

the folowing schedule: Aprecment.

[EXAMPLE:] I hershy agree to comply with the Asresment and following conditions during the period of the
Agresment-

1. The fixed cost of [ HES ] shall be paid in fall upon full execution of this

Azresmant () I am free to participate in the Study and there ars no rishts which may be exercised by ar
oblizations ewed to any third party which might prevent or restrict my performance of the

The tr=atment cost, follow-up cost, scresning failare cost and additional assessment ablizations detailed in the Apreement

costs shall be paid m March, June, September and December every year durmg the

course of the Smady. The amount of each payment due to the Instthation shall be (i) Iam potimelved m any regulatory or mesconduct ITi=ation or investization by any relsvant

cakculated in respect of the mimber of screened Subjects and Evaluable Subjects and the remlatory autharity such as the Food and Dmip Administration of the United States of

mumher of visits and additional asseszments completed by sach Evahiable Subject in America, the Madicines Control Azency of the United Kingdom or the Emupaanh’led::mes

accordance with the Budeet in Scheduls 2. Evahation Agency of the European Union  Wo data produced by me in any previous climical
stady have beenm]e-:md. because of concems as to thelr acouracy or because they were

Payments are to be mads payable to “Hospial Autharity — [ insert name ™. zenerated by

if) I heve considered, and am safisfied that, fciities appropriate to the Stdy are available to me
at the Stady Site and that I am supported, and will continue to he supported, by medical and
ather staf of suficisnt mmber and expensnce fo enable performance of the Study efficiently
and in accordance with the obligations under the Agreemant.

I am cowered by appropriate medical Hability insurance and defails and evidence of the
coverage will be provided to the Sponsor upon request.

Mether myself, por ooy spouss mor any dependent children. have entered into and will not
enter mbo any fancial amangement: with the Spemsor to hold financial mberests in the
Sponsar and'or the Product that are required to be disclosed pursuant to the United States
Code of Federal Regnlations Title 21 Pamt 54 (21 CFR $47), namely: (i) any financial
amangement whereby the value of the compensation paid i respect of the performance of the
Smdy could be influenced by the outcome of the Study (a5 more fully defined in 11 CFR.
S-l"(au (H) any proprietary interest in the Product (as more fully defined in 21 CFR. 54 2(c));
(i) amy Lgmﬁ.m.nt equity inferest exceeding U5330,000 in the Sponser (as more fully
deﬁned.m?.lC.F‘RS-U{h)) and (iv) any stm:.ﬁcm]tpnvm:ﬁ:omﬂm Sponsm{euep‘rin
the Budget for the Srudy) soch as srants te find ansoing research, compensation in the form
of equipment, refamars for ongeins consultation or honerana (as more fully defined in 21
CFE. 54.2(f). In the case of subparagraphs (6i) and (i), [ understand that such prohibitions
will be valid during the duration of nry carrying out the Stady and for ons (1) year folowing
completion of the Snady.

Temed oy [Or

Diafec

(ELA] = ] rengplate, version [« ) (HAT = ] template, version [+ ]
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Schedules for Individual Studies
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THE SCHEDULES - SUBJECT TO THE TERMS AND CONDITIONS THE SCHEDULES - SUBJECT TO THE TERMS AND CONDITIONS
(HA » ] TEMPLATE, VERSION [« |) (HA/ » ] TEMPLATE, VERSION [+ ]}

Schedule 5 — Indemmity Asreement

<INSERT= I WITHESS whareof the parties or their authorised representatives have s=t their hands the
day and year as referred to m Part 1(a) of Schednle 1.

SIGNED by [ =]
Huospital Chief Executive ofthe
Tnstiri

SIGNED by [ =]
for and on behalf of the Spensar

(ELA] = ] rengplate, version [« ) (FLAT = ] renplate, version [ « )
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