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Florida Department of Health approved additions for use in all Clinical Trial or Study Agreements when the Department is engaged in the conduct of research involving human subjects
1.
Obligations for the Conduct of the Trial or Study

Investigator, Investigator’s Institution, including the Florida Department of Health if applicable, Sponsor, and Sponsor’s agents, including contract research organizations, shall conduct the Trial or Study in accordance with all applicable federal and State of Florida laws, rules, and regulations and policies of the Florida Department of Health.
Investigator, Investigator’s Institution, including the Florida Department of Health if applicable, Sponsor, and Sponsor’s agents, including contract research organizations, shall conduct the Trial or Study with personnel and a subject population that meet the requirements of the Protocol and this Agreement using medical procedures consistent with generally accepted treatment standards of the medical profession, including the U.S. Food and Drug Administration’s guidelines on good clinical practice.
2.
Institutional Review Boards 
Investigator will obtain review and approval for the Trial or Study and any amendments to the Protocol from an Institutional Review Board or Boards in accordance with federal and State of Florida laws, rules and regulations, including Section 381.86, Florida Statutes.  
3.
Florida Department of Health Institutional Review Board (DOH IRB)
Investigator, Investigator’s Institution, Sponsor and Sponsor’s agents, including contract research organizations, will comply with DOH IRB policies available at:  http://www.flpublichealthethics.net/index.php/eng/researchers.
4.
Investigators, Subinvestigators and Research Staff

Investigator will ensure that only individuals who are appropriately trained and qualified assist in the conduct of the study as subinvestigators or research staff.

5.
Public Records and Confidentiality

Not withstanding any other provision of this Agreement, Institution and Investigator may disclose confidential information to the extent necessary to comply with an applicable governmental law, rule, regulation or court order provided that Institution promptly notifies Sponsor of such legal requirement and provides Sponsor an opportunity to intervene to limit the disclosure or protect its confidentiality.  

Florida Department of Health may disclose the title and description of the Trial or Study, the name of the Investigator, and the amount and source of funding provided for the Trial or Study.

6.
Multi-Center Studies
Sponsor shall report to the Investigator any unanticipated problems involving risks to participants or others and unexpected serious adverse events occurring at sites other than those covered by this Agreement as soon as possible but no later than 10 business days after the Sponsor had knowledge of the problem.  For purposes of complying with this requirement the Sponsor shall use the DOH IRB definitions contained in Policy 4.9 “Reporting Unanticipated Problems and Other Events Requiring Prompt Reporting to the IRB” found at:   

http://www.flpublichealthethics.net/index.php/eng/researchers/policies/irb_review_procedures
7.
Monitoring

If Sponsor or their agents, including contract research organizations, bear responsibility for monitoring of the research, the Sponsor will promptly report to the Investigator any findings that could affect the safety of participants or their willingness to continue participation, influence the conduct of the Trial or Study, or alter the approval of IRBs, including the DOH IRB, to continue the Trial or Study.
8.
Participant safety or medical care


When participant safety or medical care could be directly affected by research results, the Protocol or this Agreement must address the process by which results will be communicated to participants.

9.
Indemnification
The Sponsor shall be liable for and shall indemnify, defend, and hold harmless the Florida Department of Health and all of its officers, agents, and employees from all claims, suits, judgments, or damages, consequential or otherwise and including attorneys’ fees and costs, arising out of any act, actions, neglect, or omissions by the Sponsor, its agents, including contract research organizations, or employees during the performance or operation of this Agreement or any subsequent modifications thereof, whether direct or indirect, and whether to any person or tangible or intangible property.

Nothing herein is intended to serve as a waiver of sovereign immunity by any party to this Agreement to whom sovereign immunity may be applicable.  Nothing herein shall be construed as consent by a state agency or political subdivision of the state of Florida to be sued by third parties in any matter arising out of this Agreement.
10.
Research Injury
The term “research injury” means physical injury caused by treatment or procedures required by the Protocol that the study subject would not have received if the subject had not participated in the Trial or Study.

Institution agrees to provide or arrange for prompt diagnosis, medical treatment, and hospitalization if required, of any research injury experienced by a study subject.  Institution further agrees to promptly notify Sponsor of any research injury.

Sponsor agrees to reimburse Institution for the actual cost of diagnostic procedures, medical treatment, and hospital costs necessary to treat a research injury. 

11.
Conflicts between this Attachment and the Agreement

If there are conflicts between the stipulations and obligations presented in this Attachment and other parts of the Agreement, including other attachments or exhibits, this Attachment shall prevail.
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