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Abbott Pharmaceutical Trading (Shanghai)
Co., Ltd. (“Abbott") desires to provide funding
to Obstetrics and Gynecology Hospital of
Fudan University, Shanghai, China
(“Institution”) for the restricted purpose of
Institution’s conduct of an investigator initiated
study (“Study”) effective as of the date this
Investigator Initiated Study Agreement (the
“‘Agreement”) is fully executed (the “Effective
Date”). In consideration of the mutual
promises set forth herein, the parties hereto
agree as follows:
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1. Sponsor and Conduct of Study.
Institution will sponsor and conduct the Study
pursuant to the terms of this Agreement and
in strict adherence to Protocol No. A14-390,
entitled ‘Dydrogesterone in Cycle
Regularization in Abnormal Uterine
Bleeding — Ovulation Dysfunction (AUB-O)
Patients: A Prospective, Observational
Study” (the “Protocol”) attached hereto and
incorporated herein by reference as Exhibit A
and Budget Summary and Payment Schedule
("Budget”) attached hereto and incorporated
herein as Exhibit B. Institution shall have
complete responsibility for all aspects of the
conduct of the Study. If required by law
and/or regulation, Institution shall submit the
Protocol and any other required regulatory
documents to the appropriate regulatory
authority for review. In the event that the
Protocol is modified, Institution must provide
such modified Protocol to Abbott and obtain
Abbott's written approval of continued funding
and/or provision of the Study Product(s). If
the modified Protocol requires changes to the
Budget or other terms of this Agreement, a
written amendment signed by the parties shall
be made incorporating the modified Protocol

and any necessary changes fo this
Agreement.
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Zhang Wei (“Investigator”) will be responsible
on Institution's behalf for the conduct of the
Study. If Investigator is not available to
conduct the Study for any reason, Abbott may
terminate  this Agreement immediately.
Institution’s contact(s) at Abbott will be Ge
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contact(s) at Institution will be Ge Yilin, 32/F,
388 Nanjing West Road, Shanghai,
862123204040, or whomever Institution may
designate in writing. Institution represents
and warrants that Investigator is an employee
of Institution. If Investigator leaves
Institution’s employment during the Term (as
defined below), then Institution will promptly
notify Abbott Laboratories in writing.
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3. Compliance with Law.

(a) Each of Institution and Investigator
represent that each shall comply with all
applicable laws in performing its obligations
under this Agreement. In particular, but not to
limit the generality of the foregoing, Institution
and Investigator shall conduct the Study in
compliance with all applicable People’s
Republic of China’s laws, regulations and
guidelines and rules governing healthcare
programs. Institution and Investigator must
not seek, accept, offer, promise or give any
payments, fees, loans, services or gifts from
or to any person or firm as a condition or
result of doing business with Abbott. In
performing its obligations under this
Agreement, neither Institution nor any person
acting on its behalf shall make, directly or
indirectly, any offer or promise or
authorization of a bribe, kickback, payoff or
any other payment or gift intended to
improperly influence an agent, government
official, political party or candidate for public
office to exercise their discretionary authority
or influence in their performance of their
obligations under this Agreement. In
furtherance of the foregoing obligations,
Institution  will further ensure that an
Independent Ethics Committee (“IEC")
established and constituted in accordance
with  applicable laws and regulations,
approves and oversees the conduct of the
Study. Institution will comply with the
directives of the IEC respecting the conduct of
the Study, and will notify Abbott to the extent
any such directives vary from the Protocol.
Institution will promptly disclose to Abbott, any
action or threatened action by the local
regulatory authority or other agency that may
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai
[investigator Name] Professor Zhang Wei
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affect marketing of the Study Product(s) or
continuation of the Study.
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(b) Institution and Investigator agree that,
if Study Product(s) or other Study materials
are provided without charge by Abbott, and/or
work performed by Institution or Investigator is
paid for by Abbott, none of Institution, its
agents or Investigator shall separately bill or
seek reimbursement for such  Study
Product(s), other Study materials and/or work
from any third party including, without
limitation, a subject, any private provider of
insurance, or governmental program. If the
Study involves subjects whose Study
Product(s) or other Study materials and/or
work performed by Institution or Investigator
are covered under global payments systems,
such as Diagnosis Related Groups ("DRGs"),
Institution will treat any such Study Product(s)
or other Study materials that are provided
without charge by Abbott, or work that is paid
for by Abbott as part of the Study, under the
billing procedures applicable to such payment
system. Institution will further report receipt of
such Study Product(s) to any federal, state or
private insurance program, as may be
required by law.

WEFLE BEAR AR R, B R T A e 3
T AR B & LSk, BF & BT
in TR 5 3 2 AN 22 i L 5 BF LR SR AR AE AT
LA AAHESE Ak AT OB T ARS8

(c) Investigator understands and agrees
that none of Investigator or any
subinvestigator will receive any funds from
Abbott in connection with the Study other than
the funds paid to Institution according to the
Budget.

ARFE. HAFEMANEHEFSETEREE
LEMIREER, s, MRBIFAFEMM KE—T
BT RMRER, TEAREERS:

a)

b)

c)

ARRE. (ARRMEELEE: XE
TP FERMARTI AR,
LA RF A5 BT 7= i 2 A R R
KER, BMARRKRELEESHENTTR
o AN R RNATBEAZ i T HR ok A% 2R B T
BRI A S MAER . TR
FRAFEEEREEN, SBEM, ik
(R, ARG ITZE)

MR RE (BIFEEE, ORHF
RILRZS BT , AEIHE AR KA
BB RILAYRE CELEILR

4. Adverse Events. Investigator / Institution

shall comply with all applicable regulatory

reporting obligations. In addition, Investigator /

Institution shall report to Abbott the following

Pharmacovigilence-relevant information

relating to the Abbott product(s), if

Investigator / Institution become aware of it:

e adverse reactions (An adverse reaction is
defined as: A response to a medicinal
product which is noxious and unintended.
Response in this context means that a
causal relationship between a medicinal
product and an adverse event is at least a
reasonable possibility. Adverse reactions
may arise from use of the product within or
outside the terms of the marketing
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authorization or from occupational
exposure. Conditions of use outside the
marketing authorization include off-label
use, overdose, misuse, abuse and
medication errors)

e product exposure (including maternal,
paternal or fetal exposure) associated with a
pregnancy with or without an adverse
reaction

e a trans-mammary exposure of an infant
(transmission via breastmilk) to a product
with or without an adverse reaction

o overdose (i.e. administration of a quantity of
a medicinal product given per administration
or cumulatively which is above the
maximum recommended dose according to
the authorized product information (Note:
Clinical judgment should always be applied)
with or without an adverse reaction

» abuse or misuse (e.g. use for non-clinical
reasons) with or without an adverse reaction

» off-label use with or without an adverse
reaction

 inadvertent or accidental exposure with or
without an adverse reaction

» occupational exposure with or without an
adverse reaction

» medication errors (i.e. any event that may
cause or lead to inappropriate medication
use or patient harm while the medication is
in the control of the health care
professional, patient, or consumer) with or
without an adverse reaction

e lack of therapeutic efficacy (i.e., “lack of
effect” reports)

s suspected transmission of an infectious
agent, which will be classified as a serious
adverse reaction

e an unexpected therapeutic or clinical benefit
from use of the product

Such information shall be reported by
Investigator / Institution to Abbott within 2
calendar days of becoming aware of such
occurrences. Investigator / Institution shall
promptly make available to Abbott such
records as may be necessary and pertinent to
investigate such occurrences.
Further, Investigator / Institution shall promptly
inform Abbott about/provide Abbott with:
e any safety issues in relation with the study
at stake
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[Investigator Name] Professor Zhang Wei
[Dec 19, 2013]
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e any safety signal associated with the Abbott
product(s)

e interim study reports, if applicable

e the final study report or at least the
corresponding publication

The final study report or the corresponding
publication is due at the latest within 12
months as of closure of the study database.

All  Pharmacovigilence-relevant information
mentioned above relating to the Abbott
product(s) shall be reported to the following
contact: Zhao Lu, 32/F, 388 Nanjing West

Road, Shanghai, Fax 86 21 63345041.
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5. Study Supplies. Abbott will provide
sufficient quantity of the Study Product(s) at
no cost solely for use by Institution and
Investigator in the conduct of the Study.
Neither Institution nor Investigator will use any
of the Study Product(s) for any purpose other
than to conduct the Study pursuant to the
Protocol.  If the Study Product(s) is a
controlled substance, it will be shipped to the
address listed on the DEA Registration or
equivalent form. All  Study Product(s),
materials and other information provided by
Abbott in connection with this Agreement are
and will remain the sole property of Abbott.
Each of Investigator and Institution
represents, warrants and covenants that:

(a) it will ensure the supply of Study
Product(s) is adequate and that the Study
Product(s) is and will be stored and handled in
accordance with Abbott's written instructions
and as set forth in the labeling of the
applicable  Study Product(s) and in
accordance with applicable regulatory
requirement(s);

(b) the Study Product(s) will not be used
past the labeled expiration date; and

(c) upon conclusion or termination of the
Study, the Study Product(s) and materials
provided by Abbott will be either destroyed in
accordance with Institution’s policies and
procedures and Institution will document such
destruction, or returned pursuant to Abbott's
direction. Investigator shall maintain
adequate records of the disposition of Study
Product(s) including dates, quantity, and use
by subjects.
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6. Delivery of Progress Reports. Upon
the request of Abbott, Institution will submit
oral or written reports on the progress of the
Study. Within forty-five (45) days following the
completion or termination of the Study,
Institution will furnish Abbott with a final report
detailing the results of the Study.
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7. Auditing of Study Records and Data.
Abbott reserves the right to periodically audit
records and other data related to the Study
during normal business hours. Institution may
redact such records, source documents, and
other data as may be legally required to
protect subject confidentiality, consistent with
Section 10 of this Agreement. Institution
shall retain the Study documents in
accordance with the applicable laws,
regulations and the Protocol.
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8. Funding.

(a) Abbott shall fund Institution’s Study
per the Budget, set forth in Exhibit B. The
parties agree that the amount for funding set
forth in the Budget represents the fair market
value for the work to be performed, expenses
contained in the Budget are reasonable and
customary, and expenses related to travel are
consistent with  Abbott's travel policy
(including economy coach air travel,
reasonable and customary lodging and meal
rates based on the geographic region of
travel).

(b) In the event of premature termination
of this Agreement by Abbott for any reason
other than for Institution's breach, Abbott shall
pay Institution for work performed in
accordance with the budgeted amounts set
forth in the Budget.

(c) All payments shall be made within
thirty (30) days of Abbott's approval of an
invoice detailing Institution's work performed
under this Agreement or incurrence of pass-
through expenses, and only after full
execution of this Agreement.

(d) The final payment to be made under
this Agreement will be accompanied by a
financial reconciliation, taking into account the
payment to be made in accordance with this
Section 8. |If, at the time of such financial
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reconciliation, the total amount Abbott has
paid is less than the amount to which
Institution is entitled hereunder, Abbott shall
pay the amount due Institution at such time.
Any overpayment due Abbott pursuant to this
Agreement, as determined at the time of final
reconciliation, shall be made payable to
Abbott within forty five (45) days of Abbott's
notice to Institution of such overpayment and
sent to: the Controller, Cherry Chen, Accounts
Receivable, 33F Ciros Plaza, 388 Woest
Nanjing Rd., along with an explanation for
such payment and accompanying support
documentation for the remittance with a copy
to the Abbott contact set forth in Section 2 of
this Agreement.
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9. Confidentiality.

(a) During the Term of this Agreement,
including any extensions thereof, and for a
period of ten (10) years after the expiration or
termination of this Agreement, Institution, its

employees, including Investigator, agents,
subcontractors and affiliates (collectively,
“Receiving Party”) shall not disclose

Confidential Information (other than to Abboft
or Abbott-designated parties) without Abbott's
prior written consent. Notwithstanding the
foregoing, obligations of confidentiality and
non-use with respect to any Confidential
Information identified as a trade secret by
Abbott shall remain in place for so long as the
applicable Confidential Information retains its
status as a trade secret under applicable law.
“Confidential Information” shall include any
information provided to Receiving Party by or
on behalf of Abbott, including but not limited to
Study Product(s), and all materials and
information concerning Abbott or the Study or
developed as a result of conducting the Study,
except any portion thereof which:

(i)is known to the Receiving Party
prior to receipt thereof under this Agreement,
as evidenced by its written records;

(ii) is disclosed to the Receiving
Party after acceptance of this Agreement by a
third party who has a right to make such
disclosure in a nonconfidential manner; or

(iii) is or becomes part of the
public domain through no fault of the
Receiving Party.
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(b) During the Term and thereafter, the
Receiving Party shall not use Confidential
Information for any purpose other than as
indicated in this Agreement without Abbott’s
prior written approval.

(c) Nothing in this Agreement will be
construed to restrict Receiving Party from
disclosing Confidential Information as required
by law or court order or other governmental
order or request, provided in each case
Receiving Party shall give Abbott prompt
written notice (and in any case at least five (5)
business days notice) in order to allow Abbott
to take whatever action it deems necessary to
protect its Confidential Information. In the
event that no protective order or other remedy
is obtained, or Abbott waives compliance with
the terms of this Section 9, Receiving Party
shall furnish only that portion of the
Confidential Information which it is advised by
counsel as being legally required. In addition,
Receiving Party will permit Abbott to attempt
to limit such disclosure by appropriate legal
means.

(d) None of Institution, Institution's
employees, agents, subcontractors or
affiliates will disclose to Abbott any
information which is confidential or proprietary
to a third party unless Institution has first
obtained the prior written approval of both
such third party and Abbott.

(e) Within thirty (30) days after the
effective date of any termination of this
Agreement and at Abbott's direction,
Institution will ensure Receiving Party returns
or destroys all tangible materials that contain
Abbott’s Confidential Information.
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REEEO AL, PAFT LR R AR FE
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10. Subject Confidentiality, Data Protection.

(a) The parties will comply with all laws
and regulations regarding Study subject
confidentiality and data protection.
Investigator will be responsible on behalf of
the Institution for obtaining from each Study
subject, prior to the Study subject’s
participation in the Study, a signed informed
consent in a form approved in writing by the
IEC. Investigator shall also obtain in the
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informed consent or separate authorization
document, permission for Abbott and Abbott's
representatives involved with or evaluating
the Study to access and obtain copies of the
Study data.

(b) Where Institution and/or
Investigator collects, retains, processes or
discloses information identifying or, in
combination with other information,
identifiable to a living individual, including
Study subjects and others, participating in or
associated with the Study (‘Personal Data"),
in performing its obligations under this
Agreement, it shall only do so in accordance
with this Agreement and with all applicable
laws. Institution and Investigator shall adopt
appropriate  safeguards to ensure the
confidentiality and security of the Personal
Data. Institution and Investigator shall
promptly  inform  Abbott  about any
unauthorized access to or disclosure of
Personal Data (“Security Breach"), including
the timing and nature of the Security Breach,
and take all reasonable measures to remedy
the Security Breach. Where applicable data
protection laws require that the parties enter
into additional agreements or undertakings,
including international data transfer
agreements, Institution will undertake to
ensure that all necessary agreements are
implemented and in place.

(c) nvestigator acknowledges and
consents to, and shall cause all
subinvestigators for the Study to acknowledge
and consent to, Abbott's collection, use,
processing, and disclosure of Investigator's
and  sub-investigator's  Personal Data
including details of his/her name, address,
qualifications and clinical trials experience.
Additional uses or disclosures may include
financial information (including compensation
and reimbursement payments), assessments
by Abbott of Investigator's suitability for future
studies, and for purposes of complying with
applicable laws. Investigator understands
and expressly agrees and shall cause all
subinvestigators for the Study to expressly
agree that this information may, if necessary
for these purposes, be made available to
ethics committees, government authorities
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and other companies within the Abbott group
of companies located both in the country in
which the Study is carried out and in other
countries, including in the United States or
elsewhere as required by applicable law or as
necessary for the purposes of Good Clinical
Practice or data protection audits or
inspections.

M. AFF. BAHIEE 13 (c) FFHES, B

TR I L PR i T AR R G 5545
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FIRERE ORI PR IRSFARE . BUHERE HOAR
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11. Publicity. Except for the requirements set
forth in Section 13(c) of this Agreement,
the Institution shall not and shall ensure
Receiving Party shall not disclose the
existence or terms of this Agreement or
use the name, trademark, servicemark or
logo of Abbott in any publicity, advertising
or information, which is disseminated to
any third person or to the general public
without Abbott's prior written approval.
Institution understands that the terms and
conditions of this Agreement, including
the amount of any payment made
hereunder, may be disclosed and made
public by Abbott as required by law or

regulation or where Abbott deems
appropriate.
12. B8, MFEg TR EFEEEP 525 | 12. Inventions. Any information, invention,

MR, 2. HE. ERETT KR AE

B BY. HEIRH (AR EWIRGER
BEEERD « QIR BERRE, B
07 RL KA T HEREARER L #eik, HOZSEAWARLIS
R . BIANMAMAERZ, SHEE
SROF eSS ARSEAR R B A, L B 8 A R A
BAR S SO AR BAAE R, IR SREUHESS Ay b 52
AT, LME RS A8 LA 44 SCIREXRT Al A 4
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data or discovery (whether patentable or
copyrightable or  not), innovation,
communication or report, conceived,
reduced to practice, made, generated or
developed by the Receiving Party that
either results from use of any of the Study
Product(s) or results from conduct of the
Study will be promptly disclosed to
Abbott, assigned to Abbott and will be the
sole property of Abbott. Institution and
Investigator each agree, upon Abbott’'s
request and at Abbott's expense, to
execute or cause to have executed such
documents and to take such other actions
as Abbott deems necessary or
appropriate to obtain patent or other

proprietary protection in Abbott's name
covering any of the foregoing.
13. REAETR. 13. Publications and Presentations.
a)  REER. NTHMEEEFRTEMEEST | Q) Publication Requirements. To foster

JUHEN, AR RS R O SRR

the highest standards of conduct related to
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scientific publications, including manuscripts,

abstracts, and poster/oral presentations
(collectively, “Publication(s)’), Abbott is
committed to transparency and ethical

publication practices. If Investigator serves as
an author on any Publication(s) emanating
from the Study, Abbott advises compliance
with the Recommendations for Scientific
Publications attached hereto as Exhibit C.

(b) Procedures. If Institution or
Investigator prepares a Publication(s) or any
other public disclosure of Study resulis
(collectively a “Study Results Disclosure”),
Institution shall provide or shall require
Investigator to provide Abbott, at least sixty
(60) days prior to any submission of Study
Results Disclosure, with a draft of the same
for Abbott’s review and comment to ascertain
whether any patentable subject matter or
Abbott Confidential Information (other than
the results of the Study generated hereunder)
are disclosed therein. Abbott shall return
comments to Institution or Investigator within
sixty (60) days after receipt of the draft Study
Results Disclosure (“Review  Period”).
Furthermore, Institution or Investigator shall
delay any proposed Study Results Disclosure
an additional sixty (60) days in addition to the
Review Period in the event Abbott so
requests to enable Abbott to secure patent or
other proprietary protection (“Delay Period").
Institution agrees and shall require
Investigator to agree to keep the proposed
Study Results Disclosure confidential until the
Review Period and, if elected by Abbott, the
Delay Period has expired. Institution agrees
and shall require Investigator to agree to
delete Abbott Confidential Information (other
than the results of the Study generated
hereunder) from any Study Results
Disclosure. In the event that Institution or
Investigator and Abbott differ in their opinion
or interpretation of data in the Study Results
Disclosure, the parties shall resolve such
differences in good faith through appropriate
scientific debate.

(c) Institution and Investigator agree to
fully disclose Abbott's support of the Study to
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the extent required by applicable laws,
regulations, and industry guidelines and to
journals, congresses, or other entities,
regardless of the journal’s or congress’
requirements. Institution agrees to include
the following acknowledgement language
when submitting the Study research results to
congress’ or other meetings and for
publication in medical or other journals: “This
research was supported by a grant
fromAbbott Inc.” This language shall appear
on all posters, as a sentence within abstracts
and as an acknowledgment in all manuscripts
and presentations, as well as in any financial
disclosure information.

14, BEFEIEM . W FCHLA )3 7E 25 Hh il < 5 AR i
F M DA R A SRR A BB R BT E
BRI R, BUWFNEM. REEEARSZ B
WRAB BRI, B TR R TE
www.clinicaltrials.gov EiE M A8 58, B4k
HE, ] P 2 24 A 4 i 2 R 2 IR (De
Angelis C, et al., I AR X487 M [E PR EE 21
V) 4m4EZs 7 21 # B, Ann Intern Med 2004;
141:477-8, M H AR AET, “ICMJEEL
#) BERIFIBAT LS TICMIEBUE /Y
6805 L 0 7 2GR ATEAM .

14. Registration of Study. Institution agrees
to be fully compliant with all applicable
laws rules and regulations relating to the
registration of the Study and posting
results of the Study. In furtherance of and
without limitation on the foregoing,
Institution shall register the Study on
www.clinicaltrials.gov, or any other
registry with requirements consistent with
the policy of the International Committee
of Medical Journal Editors (De Angelis C,
et al., Clinical trial registration: a
statement from  the International
Committee of Medical Journal Editors,
Ann Intern Med 2004; 141:477-8, as
amended from time to time, the “ICMJE
Policy”), in a manner consistent with
Institution's  guidelines regarding the
ICMJE Policy.

15.

Bk 70 CRAIE .

a) W FCHUR BRI T LRATE -

(i) APMY Z B RHAE B ET L
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B FAE T He At & R FN/BR I RE 55
LLE S50 AN M BCR TR P EE 5
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(i) BERNUABAT IS ARz, B

15. Representations and Warranties.

a) Institution represents and warrants
that:

(i) the terms of this Agreement
are valid and binding obligations of Institution,
and are not inconsistent with any other
contractual or legal obligation it or Investigator
may have or with Institution’s policies and
procedures or the policies and procedures of
any institution or company with which each of
Institution or Investigator are associated;

(ii) Institution’s performance of
the work and acceptance of compensation,
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(including acceptance of any meals and/or
reimbursement of reasonable expenses for
investigator meetings or other Abbott
approved meetings, which may be provided to
Investigator ) hereunder, is in compliance with
all policies and procedures of Institution, and
that Investigator's performance of such work
does not present a conilict of interest with
Investigator’s official duties;

(iii) Institution and Investigator
have the experience, capabilities, adequate
subject population, and resources, including
but not limited to, sufficient personnel and
equipment, to efficiently and expeditiously
perform the Study hereunder in a professional
and competent manner and will utilize due
diligence and devote the necessary personnel
and equipment at all times to perform the
Study hereunder in such a manner;

(iv) any subinvestigators used by
Institution for the Study will be selected based
upon a consideration of the following: (A)
training and expertise in relevant fields; (B)
appropriate research facilities; (C) experience
with the relevant subject population so that
the subinvestigator has a reasonably high
likelihood of recruiting the appropriate
research participants and following through to
the completion of the Study; (D) prior scientific
research or clinical experience; and (E) ability
to conduct the Study in accordance with
applicable legal and regulatory requirements;
and

(v) (i) Investigator has a current
and valid medical license in the jurisdiction in
which the Study is being performed; (ii) such
license has never been revoked, restricted, or
suspended by a medical board or other
licensing agency; (iii) his/her privileges or
ability to practice have never been revoked,
restricted, or suspended by a health care
institution or other provider of health care
services; and (iv) to the best of his/her
knowledge, Investigator is not under an
investigation that could lead to a revocation,
restriction, or suspension of his/her medical
license, or equivalent, or privileges or ability to
practice at a health care institution or other
provider of health care services. In the event
that any of the foregoing occurs, Investigator
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or Institution shall immediately notify Abbott,
and Abbott shall have the right to immediately
terminate this Agreement.

During the term of this Agreement, if any
significant changes occur with regard to the
circumstances surrounding this Agreement
(e.g., there is a change in a policy or
procedure that could reasonably be
interpreted to affect the propriety of Institution
or Investigator's involvement in this
Agreement), Institution agrees to immediately
notify Abbott in writing of any such changes.

b) Each party represents and warrants
that Abbott's support of this Study is
not intended to be, nor shall it be
construed as, an inducement to
purchase, prescribe, use,
recommend, or provide a favorable
formulary status for any Abbott
product or product co-promoted or
marketed by Abbott.
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17. Term and Termination.

a) This Agreement will be effective on the
Effective Date and shall terminate on the
later of: (i) one (1) year from the Effective
Date; or (ii) the date of completion of all the
obligations of the parties hereunder (the
“Term”), unless terminated earlier as
provided in Section 17(b) below. Institution
shall immediately notify Abbott in writing in
the event the Study is terminated for any
reason.

b) This Agreement may be terminated:

(i) by either Abbott or Institution
upon written notice to the other party if: (A)
the other party has breached a material term
of this Agreement; or (B) in the event of
termination of the Study by any governmental
or regulatory authority;

(i) by Abbott immediately upon
written notice to Institution if: (A) the
personal services of Investigator are not
available, pursuant to Section 2 of this
Agreement, (B) in Abbott's sole judgment,
an adverse safety concern with respect to
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the Study Product makes continued testing
unadvisable, or (C) Institution or
Investigator becomes a Debarred, Excluded
or Convicted Entity or Individual or
becomes the subject of a proceeding which
could lead to that party becoming a
Debarred, Excluded or Convicted Entity or
Individual or becomes added to the United
States Food and Drug Administration’s (the
‘EDA") Disqualified/Restricted List for
clinical investigators pursuant to Section 19
of this Agreement; (D) Investigator is under
investigation or subject to any disciplinary
action by any medical board, or has his
medical license restricted or suspended by
any medical board in any way, pursuant to
Section 15(a)(vi); or

(iil) by Abbott without cause upon at
least thirty (30) days prior written notice to
Institution.

c) Termination or expiration of this
Agreement will not affect any rights or
obligations which have accrued prior
thereto.
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17. Liability. The design of the
Protocol, as well as all other aspects of the
Study conduct (including, but not limited to,
securing and maintaining all appropriate IEC
and legal/regulatory approvals) shall be
solely Institution’s responsibility. Abbott will
not be responsible or liable for any losses,
costs, damages, or other expenses arising
out of or resulting from: (a) design, content,
or implementation of the Protocol or use of
the Study Product(s) and selection of Study
subjects; and (b) any injury (whether or not
Study related) to persons or damage to
property involved in the Study.

18. [RBG. BF FLHLH R 455 70 2 ) R E S A fR
e B LATE 7 b mT DR 2 1 [ P 3 e FLAE A X
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18.  Insurance. Institution agrees to
maintain a policy or policies of insurance or
self-insurance sufficient to satisfy its duties
and obligations under this Agreement to the
extent such duties and obligations are
commercially insurable. Institution further
agrees to provide written evidence of such
insurance  (including  certificates  of
insurance or other evidence providing
reasonable assurances) to Abbott within
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seven (7) business days following receipt of
written request by Abboftt.
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19.  Debarment and Exclusion. Institution
represents and warrants that none of

Institution, any Institution employees,
including Investigator, agents  and
subcontractors performing services

hereunder, including any subinvestigators,
have ever been, are currently, or are the
subject of a proceeding that could lead to
Institution or such employees, agents or
subcontractors becoming, as applicable, a
Debarred, Excluded or Convicted Entity or
Individual, nor are they listed on the FDA’s
Disqualified/Restricted List for clinical
investigators. Institution further covenants,
represents and warrants that if, during the
Term, Institution, or any of Institution’s
employees, including Investigator, agents
or subcontractors, including any
subinvestigators, performing services
hereunder, becomes or is the subject of a
proceeding that could lead to that party
becoming, as applicable, a Debarred,
Excluded or Convicted Entity or Individual
or added to FDA's Disqualified/Restricted
List for clinical investigators, Institution will
immediately notify Abbott, and Abbott will
have the right to immediately terminate this
Agreement. The provision of this
paragraph regarding notice of acts
occurring during the Term will survive
termination or expiration of this Agreement.
For purposes of this provision, the following
definitions will apply:

(a) A “Debarred Individual” is an
individual who has been debarred by the
FDA pursuant to Title 21 of the United
States Code (“USC") Section 335a (a) or
(b) or by any other competent authority,
including, without limitation, any local
competent authority, from providing
services in any capacity to a person that
has an approved or pending drug product
application.

(b) A “Debarred Entity” is a corporation,
partnership or association that has been
debarred by the FDA pursuant to Title 21
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai
[lnvestigator Name] Professor Zhang Wei
[Dec 19, 2013]
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of USC Section 335a (a) or (b) or by any
other competent authority, including,
without limitation, any local competent
authority, from submitting or assisting in
the submission of any abbreviated drug
application, or a subsidiary or affiliate of a
Debarred Entity.

(c) An “Excluded Individual” or “Excluded

Entity” is (i) an individual or entity, as
applicable, who has been excluded,
debarred, suspended or is otherwise

ineligible to participate in federal health
care programs such as Medicare or
Medicaid by the Office of the Inspector
General of the U.S. Department of Health
and Human Services; or (ii) is an individual
or entity, as applicable, who has been
excluded, debarred, suspended or is
otherwise ineligible to participate in federal
procurement and non-procurement
programs, including those produced by the
U.S. General Services Administration.

(d) A “Convicted Individual” or
“Convicted Entity” is an individual or entity,
as applicable, who has been convicted of
a criminal offense that falls within the
ambit of Title 21 of USC Section 335a(a)
or Title 42 of USC Section 1320a — 7(a),
but has not yet been excluded, debarred,

suspended or otherwise declared
ineligible.
(e) “EDA’s Disqualified/Restricted List” is

the list of clinical investigators restricted
from receiving investigational drugs,
biologics, or devices if FDA has
determined that the investigators have
repeatedly or deliberately failed to comply
with regulatory requirements for studies or
have submitted false information to the
study sponsor or the FDA.

2033 %29 A

SBLN . EARMVORT, BV R EE

SR 2 8% BB THILEL AR FR, B
F BT 5T E AL 2 R R B R TS 1T H .

20. Independent Contractor.  Each of
Institution and Investigator's relationship to
Abbott under this Agreement is that of an
independent contractor, and neither Institution
nor Investigator has the authority to bind or
act on behalf of Abbott.
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[institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai
[Investigator Name] Professor Zhang Wei

[Dec 19, 2013]
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21, Bk, 21. Assignment.

RATEELDNE R, PRI ESAR
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Institution may not assign this Agreement to any
other party, or subcontract any of its work
hereunder, without Abbott's prior written consent.
Any attempted assignment without Abbott's prior
written consent will be null and void and will
constitute a material breach of this Agreement. Any
permitted assignee shall assume all obligations of
Institution under this Agreement. Assignment shall
not relieve Institution of responsibility for the
performance of any accrued obligation.

22. JBH. A BT SR 0 R0 B AR A AR L Y

FEfIE &N R A B A7, BT ik s L #F
HSEMTRFE (FHHGFER 8
W2 ARG RS RE (FR R A D
Ri%, sSiFEEEERRE (AR . &
i Rk 7 KRB A iR T i R . I8
FAERH R (a) AR NIBIE . HE5EEHZ
AT () BR 3 Ak 45 T Rk R DAUCED =5 H R E(b) =
PAfE T 7 A0k i, T LA ) 4% 30 B AR H 3]

WR AT S - MR
w2 N W4 HH
st [ Wik EHTT AV
oy iE. 4195
&8 HiE: 86
13611691036
R AR ik
i Divisional Vice
M. BWtadH President and
s [ L Associate General
hige, ; Counsel
BRI BLS (L) Legal Regulatoyr and
HIRAF Compliance , Bldg.
‘ B APBGA
Hihk: E#ETE P Abbott Laboratories
B% 388 EfligH/ 1% 100 Abbott  Park
32 % Road, Abbott Park, IL
60064 U.S.A.

HiE: 86 21 23204040
fET: 86 216334 6311

£ 3 847-938-1200

22. Notices.  Any notice required or
otherwise made pursuant to this Agreement
shall be in writing, personally delivered or sent
by certified mail, return receipt requested, or
recognized courier service, properly
addressed, or by facsimile with confirmed
answer-back, to the other party at the address
set forth below. Notices shall be deemed
effective (a) on the date received if personally
delivered or sent by certified mail or
recognized courier, or (b) upon the date of
confirmed answer-back if sent by facsimile:

If to Institution: If to Investigator:

Insert Name
Zhang Wei
Insert Address
Number 419,
Fangxie Road,
Shanghai, China,
200011
Phone: 86
13611691036
If to Abbott: with a copy to:
Ge Yilin Divisional Vice
Medical Advisor President and
Abbott Associate General
Pharmaceutical Counsel
Trading Legal Regulatoyr
(Shanghai) Co., and Compliance ,
Ltd. Bldg. AP6A
32/F, 388 Nanjing  Abbott
West Road, Laboratories
Shanghai 100 Abbott Park
Phone: 86 21 Road, Abbott
23204040 Park, IL 60064
Fax: 86 216334 U.S.A.
6311 Fax: 847-938-
1200

Version: 06/07/2011 8:30 AM
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Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[
[Investigator Name] Professor Zhang Wei
[Dec 19, 2013]
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23.Entire Agreement. This Agreement,
including all exhibits hereto, contains the
entire understanding of the parties with
respect to the subject matter herein and
supersedes all previous agreements and
undertakings with respect thereto. In the
event of a conflict between provisions of the
Protocol and this Agreement or any exhibits
hereto, the Protocol shall control with respect
to matters of science, medical practice, and
Study subject safety. In all other matters,
the provisions of this Agreement shall
control. None of this Agreement or any of its
terms, including any attachment or exhibit
hereto may be amended, restated or
otherwise altered except by written
agreement signed by the parties.

241758 AW BCREEMHIREZ L, RIE\EAEWX
% Tk A TE TE 28 11 J5 T SR A7 5 A SR A SCS5 T 0k
BEREM.

24.  Survival. Notwithstanding termination
of this Agreement for any reason, rights and
obligations which by the terms of this
Agreement survive termination of the
Agreement, will remain in full force and
effect.

25. A1 o FTE . WIRA TR AMEMME, A E AT
) 2 D o i A R A A A 325 e A R AN T 5
WATELE AN TTAT, AR KA R A5 AT AR ] A
1T HEASSZ R

25. Severability. If any provision, right or
remedy provided for herein is held to be
unenforceable or inoperative by a court of
competent jurisdiction, the validity and
enforceability of the remaining provisions will
not be affected thereby.

26._ElA. AWMU LLBITZMEIE, R4
R AR A, B Bl A B2 AR — A
E—J78N, AEHRZER, R4, H
e BAEIL PDF A R RAE 44 TR -

26. Counterparts. This Agreement may be

executed in any number of counterparts,
each of which shall be deemed to be an
original, and all of which together shall
constitute one and the same agreement.
Each party acknowledges that an original
signature or a copy thereof transmitted by
facsimile or by PDF shall constitute an
original signature for purposes of this
Agreement.

27 EEEE . AW e AR EE R R
IFRZ iR, EHEERRILERIEH .

27.Governing Law. This Agreement shall be
governed by and construed in accordance
with the laws of People’s Republic of China,
excluding its conflicts of laws provisions.

28 M. T E A 5] A RS A b U R

28. Arbitration. Any dispute, controversy or
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[Investigator Name] Professor Zhang Wei

[Dec 19, 2013]
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el gy, GrilsREK, WREHTE=1 (30D
H A AR BE gt ARt B RS B — B E . Pl
HEKRNBEZEFEEREFADMEZRE
M) FRRRYE A Z B R ST = R
B FL N AT S 8 k. FRENITE B igREEAT .
AR BR, AR ER AL

claim arising out of or relating to this
Agreement which cannot be resolved within
thirty (30) days by mutual consent of the
parties, shall be settled by arbitration
before the China International Economic
and Trade  Arbitration = Commission
("CIETAC") in accordance with the CIETAC

Arbitration Rules in force on the Effective
Date. The place of arbitration shall be
Shanghai. This Section shall survive
termination or expiration of this Agreement.

IN WITNESS WHEREOF, the parties have
caused this Investigator Initiated Study
Agreement to be executed by their duly
authorized representatives.

FETH, W07 hEBEBARAREZL L.

ABBOTT PHARMACEUTICAL TRADING

(SHANGHAI) CO.LTD./ TS5 EZ 55 (L#)  INSERT INSTITUTIQMNAME INALL CAPS/i Ak SHIA

HRAF p— IR AR
By/s& /}ﬁé& \ By/%: 5
/ h A :
Name/{: 4 BT Name/# 4 . FRE
Title/Hfiz: b EZEl Title/ B4 BB K
Date/ H 3: [37-&/%% J 3’@' A B Date/H #:
N

| agree to be bound by the provisions of this Agreement./
LA EZARD B FH LR

By/&sey: Ltk
Name/t: 4 ?Kfj‘;
Title/HER Az A%
Date/ H #f: O Y

EXHIBIT A - PROTOCOL

EXHIBIT B - BUDGET SUMMARY AND PAYMENT SCHEDULE
EXHIBIT C — RECOMMENDATIONS FOR SCIENTIFIC PUBLICATIONS
Mz A TT R

W B FRETMEGL LA R R

Wiz C Bl R RER
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai
[investigator Name] Professor Zhang Wei
(Dec 19, 2013])
(N85 LT B XEMRBAETER
[T & LR
[128/198/20134]
EXHIBIT A

PROTOCOL
T A

IR
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10.0 JRHPMER

TR o5 3 R A SR A B — B AR FT I ) B AT A IS 1 5
RE R AT BIFR & AR ISE BT AT B . IR S R PTE 5 S S RAERT 7T
XTRATBRL R

TfF 5 2 3 9119 5 2 ) e B P AN E A I BEAT B A, IR 7] 4R A SR 1Y)
TREM BERF . A, PR E KRR e B 8252
TR I E R RV I TR I SRR B DA B3R 5 R 192 B AT 1% 5K
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11.0 FIESHTHR]

HTAD WG, AEBENL. TTX I, B, EHERIFR, 100 M
N RHFEAEFEL TRIUTEIEE.

SR, SCHRTRIE M JE 22 B B A RO 91.6% M A SR EFRLIEE . BN
74 MFFITG, LS GRTERMIHRAL 91.6%) 8, WIS 7%HIH
TREE (RN 95% A {E XA A5 « HFEBER KM AN TREL 30%
MBI, MILgIN 100 BIRFR AT .

BAE M7k, PSS S o BT N B

IR PEG T TR A R FTHEO B 2 Ml o 2880, FFE I3
PRHEZ . AR HME. SOER 95% T E X (Al flid v A .

SRR, FlnEAZEENE L, AEFRREmUISRIES . &
SRAR B, N A & AR (B AR, R 28 H I A (R) 1) AR A PSR L RS R k.
iMmAg, TIA t #5588k 24 H0 K B4 2 A0 F Mann-Whitney U #3546 .

FESM AT A SRR AERE, b “ A fli<a1 R” 1 “ & IA>35 K7 15
Hor EILAI T LT AELM, K34 “HiM>8 K7 MR LHAREST 5
Hre ZFEBR B R M. MARAARR, X275 Y B2 RIPELEE (PCOS)
B W] AT F R LA (8] 24« AN TE 2 A 2 0% 10 58 35 B LR 20 508 2 i

P &A1 A]E [X (A R 5 XU A8 36 15 11« P<0.05 I\ AZERH iit55 X . N SPSS
#4H(SPSS 13.0; Chicago, lllinois, USA)X 4 147437 .

P ik A B JE 2 1 8, e plkie T IR R AR SR
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai
[Investigator Name] Professor Zhang Wei

[Dec 19, 2013]
(Migai) LEEERERRBRABTER
(B E R HR
[128N19B8/2013%]
EXHIBIT B
KEB

UD! SUMMARY AND P N HEDU
MARR BT

INSTITUTION: Obstetrics and Gynecology Hospital of Fudan University, Shanghai
AN LETE B RERBE>MER

PRINCIPAL INVESTIGATOR: Professor Zhang Wei
EEFRE KHEEE

Protocol Title: Dydrogesterone in Cycle Regularization in Abnormal Uterine Bleeding —
Ovulation Dysfunction (AUB-O) Patients: A Prospective, Observational Study

FEFE: HWEEZRAERETEHO-HHERARZFNTIAN/LZAN: —HET12
RARIAIMEE, B SMRRRETRR

s #
1S 5
Total Number of subjects: 100 cases
iR B 4100 4
BUDGET SUMMARY
FEHR
items Study activity/procedure | Vendor | Budgeted amount (RMB)
BE BTSSR BERIR BE AR
1 Ethics 1638 6,000
Hospital management fee
2 EREENA L
! Site L Esp;r;fnce fee 60,000
: g}oi%rgnator fee 114,000
CRF
5 ik N
ICF
6 i F & 15 Y
Printing
7 SMO  [TED% ¥
KRB AL E (CRC 300,000
8 HAR |REHAHER V
Data Management
9 HIREE ¥
Statistics & SAR
10 Fit&4iit ks ¥
11 Translation N
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[Investigator Name] Professor Zhang Wei
[Dec 18, 2013)

ML) LT EXEMBLETER

[FFERERIREEE

(128/19H/20134)
HiE
Result Publication

12 HERRE v

Total Funding (not to
exceed)
B BB R (A ) 600,000
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[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[Investigator Name] Professor Zhang Wei
[Dec 19, 2013]

(L) LESBEREMRAHTER

(57 S S R )3k M R

[128/19E/20134]

EXHIBIT B (Continued)
FE B ()
PAYMENT SCHEDULE

B
N

T3]

PE AR RN BT A TR, R R
A AN B S BABLRTRT ($100,000
R, DRBEENBRIEREFREGRETZ
(12) MAATR, BHEFXFIA TR
BB S BY BR AT R AR RIFERE R R B A R
REfFY, A®MARZHNT:

REVIES
1. EHixLEEEN+H (45) BAXHE
{a#IF T (180,000 RMB) ;

2. FEAEEEEMFEN+TE (456) HAXGE
Ji7t (30,000 RMB) ;

3. EREE-HRAERERN+TA (45 B

In consideration for Institution's work
hereunder, Abboft shall pay Institution the total
sum not to exceed one hundred thousand
Dollars ($100,000). If the final milestone is not
completed within twelve (12) months of the
conclusion of the Study, Abbott will not be
obligated to make the final milestone payment
listed below. Payment shall be made upon
Abbott’s receipt and approval of an invoice as
follows:

Payment Milestones:

1. One hundred and eighty thousand yuan
(180,000 RMB) shall be paid within forty-
five (45) days of full execution of the
Agreement;

Thirty thousand yuan (30,000 RMB) shall
be paid within forty-five (45) days of
independent ethical committee approval

RSATRTRAT T (72,000 RMB) 3. Seventy two thousand yuan (72,000 RMB)
shall be paid within forty-five (45) days of
completion of the 1st subject enroliment;

4, FETR S0%RRXEBVFFNTEH (45 BA

FAHHRM G (120,000 RMB) 4. One hundred and twenty thousand yuan
(120,000 RMB) shall be paid within forty-
five (45) days of completion of 50%
subject enroliment;

5. fESER 100%ZZERFEFN+TR (45) BHA

FATE F T (108,000 RMB) 5. One hundred and eight thousand (108,000
RMB) shall be paid within forty-five (45)
days of completion of 100% subject
enroliment;

6 REmEamaNe TS 6. Contingent upon complete subject

W, g g == *

;iﬁﬁ;ﬁﬁu %X‘Eﬁ(’ ;?)éﬁﬁ} {_ﬁf 75?; enroliment (unless otherwise approved by

= o Abbott), thirty thousand yuan (30,000
(30,000 RMB) ; RMB) shall be paid within forty-five (45)
days of Abbott's receipt and acceptance of
a final summary report, manuscript,
. abstract or poster,
7. EREREAMEN TR (45) BAXIREAT

(60,000 RMB) . 7. Sixty thousand (60,000 RMB) shall be paid
within forty-five (45) days of publication

submission.

CONFIDENTIAL

Template-China-Investigator Initiated Study Agreement (Funds and Products)- 21JUNE2013
Document Name: China - Template Investigator Initiated Study Agreement (Funds & Products) 21JUNE2013

Version: 06/07/2011 8:30 AM




[Institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[investigator Name] Professor Zhang Wei
[Dec 19, 2013]

(L] LT B REMBUAETER
(B i Rk R

(128/198/20134)

Checks shall be made payable to:

XREZMAAR:
Name of Payee: Obstefrics and Gynecology
Hospital of Fudan University, Shanghai, China

gkt BB XEMBRAFHER
FFRRIT: ITHRITPERIT
FA%ES: 1001219709026408425

Invoices shall be sent to:

BEWER.

Meng Tina

FNE

Abbott Pharmaceutical Trading (Shanghai)
Co., Ltd.

WREHZRS (LB FRAF

32/F, 388 Nanjing West Road, Shanghai,
LiBRIR FRE 388 BALGHTS 3 32
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[institution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[investigator Name] Professor Zhang Wei
[Dec 19, 20131

(B H) LR EXERRABTFER
[FF S04 1 B 3K A5 508
[128/198/20135F)
HxC EXHIBIT C
L e RECOMMENDATIONS FOR SCIENTIFIC
PUBLICATIONS

1. BEBARE. RBEREZBTIREBE
< (MICMJE™) F 2007 & 10 A RAmMEE
i, EERARENET TR

a) M FEAMRT. WEWER, BB
SR B RETRR: &

b) BERBITTHXREEMAAZMI
B &

c) MR R AR A B,

Ef iR LR AR Z AT ATIREE
1.

2. MEZIRE R R I ATERE QB . L
PIRBRRMEDTERTR. EREEE LR
fEERENDA, DARFIATHETF, &
FEML AMERLM AIXFOAR MHHA
ARIBOH R 2 AR IR B F & .

s

3. FUMPHR. JoikE)E0A BE R RAE 7] R A B
IThEE, EEBETFE-RHATIRKEXT
ERBRPHEBABAROER, ZEHEMN M
HRERTELETEFRT, MEERBHA
EEhtE AR, 1FE B R ALEIR) BRI VAR %
T BB A R0 B/ s A E R RO O 3R

4, BREN. FANMRFAEGEAEHEE
REABWRRMEEMHRLFT R, SN
iR, FHPERBERETR. LERR
&, REAEZPTREBERMRZBSR

1 Criteria_for_Authorship. Based on the
October 2007 guidelines of the Intemational

Committee of Medical Journal Editors (ICMJE),
authorship credit should be based on:

a) Substantial contributions to conception
and design, or acquisition of data, or analysis
and interpretation of data; and

b) Drafting or revising the article for
important intellectual content; and

c) Final approval of the version to be
published.

A person should meet all three of the above

criteria to warrant authorship.

2. Acknowledgement of Medical Writers
and Other Contributors. Those individuals who
have made a significant contribution to the
Study or Publication, but do not meet the criteria
for authorship noted above, should be listed in
an acknowledgments  section, including
disclosure of the source of any financial support
given to such contributors. All persons must
give written permission to be acknowledged.

3 Conflict_of Interest. In the interest of

transparency and maintaining the highest
possible standards of conduct, authors should
comply with each journals or congress’s
requirements for conflict of interest disclosure in
the Publication. Such conflict of interest
disclosure requirements may include, but are
not limited to, disclosure of an author's receipt
of research grants, author's receipt of payments
for consultant or speaker services, and/or
author's ownership of stock.

4, Access to Data. Institution or
Investigator should provide all authors with the
final protocol, statistical analysis plan, relevant
statistical tables generated from the plan,
figures, and reports needed to prepare the
planned Publication. Institution or Investigator
provide a copy of the clinical trial protocol and
plan for statistical analysis when requested by a
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finstitution Name] Obstetrics and Gynecology Hospital of Fudan University, Shanghai

[Investigator Name] Professor Zhang Wei
[Dec 19, 2013]

(L) LI B REMBLETER

(B a1k iR

[128/19H/2013%]

HER, BFAVIHEETRE R [ R G RR
BFRRGE IR RIBEENF.

5. BEERE. HILEHALRERTIFUMT
LT RREERE, BRRLYEREEH
5 77 T B9 B b0 35048 43 47 A B0 4 TR T = &
RF. A5, EMFHXPHBANNRT,
RFXEBIMNEHFHORR. SRS WBR
W, R HIENEFET.

medical journal considering a submitted

manuscript for publication.

5. Redundant Publication. Duplicate or

redundant publication of the Study results in
peer-reviewed journals is not recommended.
Secondary Publications that present significant
and scientifically sound additional analyses or
groupings of data are acceptable. Publication
of foreign language franslations of the original
manuscript, in accordance with the policies of
the journals involved is acceptable. Encore
presentation of data, when permitted by
scientific congress policy, is acceptable.
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