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Main terms and conditions to be included at trial agreements with commercial companies

19.1.1. Clear definition of the parties to the agreement, specially stating who is the Sponsor of
the trial (Company as the Sponsor or Investigator as the Sponsor).

In case a CRO company is nominated by Sponsor — clear specification of CRO's identity and
duties in relation to the trial. If CRO is appointed to sign the agreement on behalf of Sponsor — a
power of attorney stating such power should be presented.

19.1.2. Specification of the trial by referring to the name and number of the trial Protocol (most of
the times protocol attached as an integral appendix of the agreement).

19.1.3. Mutual obligation of the parties to perform and document the Study in strict accordance
with the Protocol, the Agreement, the ethical principles of the declaration of Helsinki, the GCP ,
the ICH, and every law and regulation applicable.

19.1.3b. Institution's commitment that only qualified and trained staff in the scope of research
activities will be allowed to participate in the trial.

18.1.4. Mutual obligations of the parties to ensure that the Study does not commence until all
and every regulatory and legal authorization necessary for the performance of the trial, ethics
committees' approval in particular, was achieved and proper informed consent was signed by
participants or their legal representatives.

19.1.5. Investigator's obligation to adequately inform the participants about the benefits and the
potential hazards of the Study and the circumstances under which their personal data can be
disclosed to authorized entities (all those matters shall be an integral part of the informed
consent).

19.1.6. Investigator's obligation to inform Sponsor in any case of adverse events and/or adverse
reactions, all in accordance with the Protocol instructions.

18.1.7. Investigator's obligation to proper collection of data and accuracy and completeness of
data, all in accordance with the Protocol instructions and forwarding such data to the Sponsor.
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Data shall be forwarded to Sponsor without any participant's identification details and completely
anonymous. It is also Sponsor's obligation to protect the privacy and confidentiality of subject
data.

19.1.8. Investigator's (Medical Center's) obligation to keep and retain all medical records related
to the Study for the period required by applicable law, and at least for 15 years. After the
termination of retention period, Sponsor shall have the right to receive such de identified records
at Sponsor's cost and expenses.

19.1.9. Sponsor and or CRO are responsible for monitoring the quality and safety of the trial and
shall have the right to audit and monitor the Study site and the facilities where the Study is being
conducted as also Medical Center's documentation and records related to the Study and/or any

other documentation to confirm the Study is being conducted according to the Protocol and any

applicable law.

Sponsor shall provide notice to the Institution of any findings that may affect the safety and
welfare of subjects or their willingness to continue participation in the trial or any influence to the
conduct of the trial.

19.1.10. Medical Center and/or Investigator's obligation not to use the services of anyone
debarred by the FDA or any other competent authority.

Sponsor is committed to use and engage for the performance of its obligations with regards to
the trial, only trained and qualified research teams.

19.1.11. Subcontracting or assignment of any of the obligations of the agreement requires
previous approval of the Sponsor.

19.1.12. Sponsor's obligation to supply the Study drug and any other necessary information
required for the performance of the Study. Sponsor shall provide any safety relevant new
information regarding the Study drug. Sponsor's obligation to adhere to new MOH guidelines EX
012/01 regarding manufacture and import of Study Product and signature of a Quality
Agreement between Sponsor and Institution detailing all such

obligations.

19.1.13. Specification of compensation from Sponsor to Medical Center/Investigator for the
performance of the Study.
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19.1.14. Specification of the owners of the rights on results and inventions generated during the
Study (Different policy depending whether it is an Investigator initiated Study).

18.1.15. Medical Center /Investigator's right to publish Study's results (in non —commercial
publications) by keeping and considering Sponsor's interest in confidential information,
patentable rights.

Sponsor shall ensure that the research data are reliable and valid and the results and reporting
are statically accurate, ethical and unbiased.

19.1.16. The name of the Institution and /or Investigator shall not be used in any advertising or
commercial publication concerning the Study or the investigational product without previous
consent and approval.

19.1.17. Sponsor's obligation to indemnify and hold harmless Institution and Investigator
(including every person participating in the Study on behalf of Institution) from any and all losses,
costs, expenses, liabilities, claims, actions and damages based on personal injuries caused to a
patient participating in the Study arising out of or related to the administration of the
Investigational Product or to the performance of the Study in accordance to the Protocol.

19.1.18. Sponsor's obligation to maintain in full force and effect during the performance of the
Study (and following termination of the Study to cover claims arising from the Study) insurance
program to cover Sponsor's liability in accordance with the laws of Israel and Israeli MOH
guidelines. The insurance shall be extended to include legal liability of the Institution, Principal
Investigator and Staff arising from their participation in the performance of the Study. Such
coverage shall exclude Investigator's and Staff's negligence, malpractice and deviation from
protocol.

19.1.19. Institution's and Investigator's obligation to maintain malpractice insurance covering
performance of the Study.

In case Sponsor delegates a CRO company to perform Sponsor's duties and obligations, in
whole or in part, a separate agreement between them should be signed in order to assure
guality control and specifications of delegated duties.

19.1.20. The term of the agreement shall be from the signature of both parties and shall end
upon the later of: completion of the Study or closing the database or the last payment made to
Institution. Obligations like ownership of results, confidentiality, liability and indemnification shall
survive the termination of the agreement. Notwithstanding the period of the agreement, each
party shall have the right to early termination for several reasons (for example for medical or
ethical reasons, low recruitment, bankruptcy of either party etc.
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19.1.21. The sponsor's obligation to ensure that the manufacturing and distribution of the
pharmaceutical drug is according to the MOH guidelines and GMP.

19.1.22. The agreement is subject to the laws of Israel and any proceeding shall take place in
the competent court of Tel Aviv, Israel. (other city of Israel can be agreed between the parties).
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