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1) YA > BT 240 BYSAS F2 X7 XNRE BA St= AEI=H HS Z3)
The Parties agree to provide or arrange for prompt diagnosis and medical treatment of any Subject Injury

experienced by a Study subject. Institution further agrees to promptly notify Sponsor of any Subject Injury.

The sponsor shall be responsible for payment of the actual and reasonable medical expenses incurred in
diagnosing and treating any injury, illness, or adverse reaction of a study subject that results from the
administration of the study drug [or device] in accordance with the protocol or the proper performance of any

Protocol procedure.
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The sponsor/or CRO conducts monitoring of sites on a periodic basis throughout the study. If a
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monitor finds non-compliance at the site that affects safety or materially affects the proper conduct
of the study, the sponsor or CRO shall in a timely manner notify the investigator and, if non-

compliance is serious or continuing, the site.
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[The sponsor] agrees to provide data and safety monitoring plans to the principal investigator prior to IRB
review of the study. [The sponsor] will provide the principal investigator with any findings from its data and
safety monitoring that could affect the safety of subjects or their willingness to participate or influence the
conduct of the study. Reports of an urgent nature must be provided within ten business days; routine reports

must be submitted within 30 business days.
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[The sponsor] acknowledges and accepts the interest of the [organization] in the non-commercial
publication of the results, independent of a positive or negative outcome of the study. With respect
to any proposed

publication or presentation of the results of the study, the organization and/or investigator agree
to submit to [the sponsor] a copy of the proposed publication or presentation at least two months
prior to the submission thereof for publication or the date of such presentation in order to allow
[the sponsor] to review it. Any manuscript for publication submitted to [the sponsor] shall be

reviewed without unreasonable delay and approval shall not be withheld unreasonably.
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During and for a period of at [specify a period of time appropriate to the specific study, for example,
least two years; or specify a triggering event, for example, completion of data analysis] after the
completion of the study, [the sponsor] shall promptly (or in a timely manner appropriate to the
level of risk) report to the investigator any information that could directly affect the health or safety
of past or current study subjects or influence the conduct of the study, including but not limited to
the study results and information in site monitoring reports and data safety monitoring committee
reports as required by the protocol. In each case, the investigator and [the organization] shall be

free to communicate these findings to each study subject and the IRB.



