	[image: image3.jpg]Covenant

HEALITH.




	
	Covenant Health Institutional Review Board

280 Fort Sanders West Blvd. 

Building 4, Suite 205

Knoxville, TN 37922

IORG0002183 / IRB00002713 / FWA00003297


[image: image2.jpg]Covenant

HEALITH.





Hello!
Thank you for your interest in conducting research at a Covenant Health facility. This document contains all the information you need to know to get started. The review process consists of two parts, pre-IRB review (internal Covenant Health approval) and IRB review. The pre-IRB review process is completed through email and the IRB review process is completed in iMedris. Some research studies qualify for Expedited review while others require Full Board review. Please refer to the IRB calendar for meeting dates and deadlines. Research conduct is not permitted to begin until both levels of review are complete and an IRB outcome letter has been issued. 
If you are conducting a research study that involves “human subjects”, you and all key personnel will need to complete CITI Program training. Here is the link to complete the training: https://www.citiprogram.org/index.cfm?pageID=154&icat=0&clear=1
Be sure to select the correct organization – Covenant Health, Knoxville, TN
Here is a list of current Policies and Procedures: these P&Ps are located on CovNet and available upon your request. Your signature on this packet is acknowledgement of the policies and procedures, as well as, agreement to abide. 
· Best Practices for Registries and Coverage with Evidence Development (CED)

· Clinical Research Involving Human Subjects

· Clinical Research Quality Monitoring Program

· Covenant Health Policy for Use of External IRB (Central IRB) 

· Policy on Education for those Participating in the Conduct of Clinical Research

· Expanded Access and Compassionate Use Policy

· Financial Disclosure for the Ethical Conduct of Research

· Identification of Research Participants and Ensuring Billing Compliance

· Institutional Review Board Submission Fee Policy

· Policy on Remote Consenting for those Participating in the Conduct of Clinical Research

· Use of Electronic Informed Consent

While you are in the process of negotiating the budget, please contact Susie Owenby for accurate, current charges. You may contact Susie Owenby by phone (865) 331-4985 or via email Sowenby1@covhlth.com. 
Noted below is a list of Required Documents:
· Research Packet with Pre-Screening Review Form and Clinical Trial Research Summary
· Conflict of Interest Forms for All Key Personnel (excludes Investigator-Initiated studies)

· Clinical Trial Agreement (fully executed copy)
· Clinical Trial Budget (copies with redacted information are unacceptable)
· Coverage Analysis (signed by Principal Investigator)

· Host Facility Agreement

· Protocol

· Sample Informed Consent

· Central IRB approval (if applicable)

Once you have all of the documents complete and you are ready to submit for pre-IRB review, please scan and email your documents to Susie Owenby at Sowenby1@covhlth.com. If you have questions, please email or call Susie Owenby at (865) 331-4985. 
After Susie Owenby approves your study request, she will seek facility CNO and CAO approval. If agreeable to the facility CNO and CAO, Susie will then obtain a fully executed copy of the Host Facility Agreement and return a copy to you for your records. You should retain the copy for the duration that you retain study records. If the study is being conducted at multiple facilities, a Host Facility Agreement is required for each facility. 
Once the study has been pre-IRB approved, you will receive a fully executed copy of the Host Facility Agreement along with an invoice for IRB fees. When payment is received, a “paid” invoice will be generated (sent to you via email) and the iMedris initial submission may be completed. Payment must be received prior to IRB review and the fees are considered non-refundable regardless of the approval process outcome. If the study does not involve fees, then you will not receive an invoice with the fully executed Host Facility Agreement and the iMedris initial submission may be completed. 

Throughout the IRB approval process, if you have questions about the invoice or initial submission, please contact Jen Wilson via email Jwilso31@covhlth.com or phone (865) 531-5118. 

Please note, you may not begin any research conduct until the initial study submission is approved and you have received an outcome approval letter. 

On behalf of the Office of Clinical Trials and the Covenant Health Institutional Review Board, Susie Owenby and Jen Wilson look forward to working with you and hope your research experience with Covenant Health is positive! 

Sincerely, 

Susie Owenby



&

Jen Wilson
System Director Clinical Research



Research Operations Administrator

Thompson Cancer Survival Center
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1915 White Avenue, 7th Floor




280 Ft. Sanders West Blvd.

Knoxville, TN 37918





Bldg. 4, Suite 205

Office # 865-331-4985




Knoxville, TN 37922

Fax # 865-374-2134





Office # 865-531-5118









Fax # 865-531-5202
Pre-Screening Review Form

Step 1: Determination as to whether or not Human Subjects are involved:

1. Will your project involve collecting data, information, or biospecimens by interacting or intervening with living humans? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

2. Will your project involve collecting identifiable private information, identifiable biospecimen, and/or protected health information*? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

* Information or biospecimens for which the identity of the subject is or may be readily ascertained by the investigator or associated with the information or biospecimen

If you answered “Yes” to either question #1 or #2, your project involves human subjects.

Step 2: Determination of whether or not the project is Research or Exempt Research:
3. Is your project intended to generate information that will be applied beyond the project setting? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
4. Is your project designed to expand theory or inform policy that goes beyond the project setting?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
5. Will your project implement an intervention that is untested in your population of interest? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

6. Will your project implement an intervention using a protocol that deviates substantively from previously used protocols? 

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

7. Will the project replicate or extend a previous research study? 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
CLINICAL TRIAL RESEARCH SUMMARY
I. STUDY TITLE:       
II. PRINCIPAL INVESTIGATOR:
Name:       



Title:       
Phone #:  (    )    - 



Email:       
Mailing Address:      
III. SUB-INVESTIGATOR(s):
Name:       



Email:       
Name:       



Email:       
Name:       



Email:       
IV. FACILITY or MULTIPLE FACILITIES

 FORMCHECKBOX 
 Claiborne Medical Center

 FORMCHECKBOX 
 Cumberland Medical Center

 FORMCHECKBOX 
 Fort Loudoun Medical Center

 FORMCHECKBOX 
 Fort Sanders Regional Medical Center
 FORMCHECKBOX 
 LeConte Medical Center

 FORMCHECKBOX 
 Methodist Medical Center

 FORMCHECKBOX 
 Parkwest Medical Center

 FORMCHECKBOX 
 Patricia Neal Rehabilitation Center

 FORMCHECKBOX 
 Roane Medical Center

 FORMCHECKBOX 
 Thompson Cancer Survival Center

 FORMCHECKBOX 
 Other:  ____________________________

V. SOURCE OF FUNDING
 FORMCHECKBOX 
 Federal Sponsor

 FORMCHECKBOX 
 Industry Sponsor

 FORMCHECKBOX 
 Investigator-Initiated 

VI. PROJECTED DATES OF RESEARCH

Start Date:       

End Date:       
VII. STUDY DESCRIPTION

1. Study Abstract: Please provide a brief description in lay language, the nature, purpose, methods, risks, and risk management procedures of the proposed study.
     
2. Study Purpose: Please provide a brief description in lay language, the overall purpose or aims of the study. 

     
3. Study Hypothesis, Questions, or Outcomes: List the study hypotheses, research questions, or study outcomes. Also, provide a description of how each of the hypotheses will be tested, questions answered, and/or outcomes measured. 

     
4. Study Subjects: Please answer the questions below regarding subject enrollment, demographics and PHI.
Subjects to be recruited (check all that apply)


 FORMCHECKBOX 
  Adults


 FORMCHECKBOX 
  Children and Minors (< 18 years)


 FORMCHECKBOX 
  Individuals with Impaired Decision-Making Capacity


 FORMCHECKBOX 
  Prisoners


 FORMCHECKBOX 
  Elderly/Aged Persons (> 65 years)


 FORMCHECKBOX 
  Ethnic/Racial/Religious or Other Minorities - Specify:      

 FORMCHECKBOX 
  Biospecimens

Total number of subjects who will be contacted to participate:       
Total anticipated number of subjects who will participate:        

Does this study involve participants who are not fluent in English? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Data will include the following private information: (check all that apply)


 FORMCHECKBOX 
  Names

 FORMCHECKBOX 
  Addresses (All geographic subdivisions smaller than a State including street addresses, city, county, precinct, zip codes and their equivalent geocodes, except for the initial three digits of a zip code if, according to the current publicly available data from the Bureau of the Census)


 FORMCHECKBOX 
  Dates (except years) that are directly related to an individual, including birthday, date of admission or discharge, date of death, or the exact age of individuals older than 89


 FORMCHECKBOX 
  Telephone Numbers

 FORMCHECKBOX 
  Fax Numbers

 FORMCHECKBOX 
  Email Addresses

 FORMCHECKBOX 
  Social Security Numbers

 FORMCHECKBOX 
  Medical Record Numbers

 FORMCHECKBOX 
  Health Plan Beneficiary Numbers

 FORMCHECKBOX 
  Account Numbers

 FORMCHECKBOX 
  Certificate/License Numbers

 FORMCHECKBOX 
  Vehicle Identifiers, Serial Numbers, or License Plate Numbers


 FORMCHECKBOX 
  Device Identifiers or Serial Numbers


 FORMCHECKBOX 
  Web Universal Resource Locators (URLs)

 FORMCHECKBOX 
  Internet Protocol (IP) Address


 FORMCHECKBOX 
  Biometric Identifiers such as Fingerprints or Voice Prints


 FORMCHECKBOX 
  Photographic Images, if so please specify: _____________________

 FORMCHECKBOX 
  Any Other Unique Identifying Numbers, Characteristics, or Codes
5. Recruitment Source/Methods: Identify the location from which subjects will be recruited and describe in detail how they will be recruited. 
     
6. Equity: Explain how you will achieve equitable subject representation from the subject population in the following categories: 

· Age (minors, elders):       
· Gender:       
· Ethnic, Racial or other Minority Populations:       
· Socioeconomic Status:       
· Persons with Limited English-Language Skills:       
7. Inclusion Criteria: What characteristics must subjects have to be in this study? 
     
8. Exclusion Criteria: What characteristics would exclude subjects who are otherwise eligible from this study? 

     
VIII. INFORMED CONSENT
 FORMCHECKBOX 
  This study will include Informed Consent 

-OR-

 FORMCHECKBOX 
  Request to Waive the Requirement for Documentation of Informed Consent (If checked, skip the next two questions).

1. Overview: Please describe the process planned to obtain informed consent from subjects. 
     
2. Assent: Please describe the process planned to obtain assent from non-emancipated minors or others who are unable to provide legal consent. 
     
IX. COSTS, COMPENSATION AND INCENTIVES
SCHEDULE OF ASSESSMENT(S) – 
For investigator-initiated studies: Provide a schedule of assessments (tests, procedures, surveys, etc.) based on the protocol and provide the following information:
	Visit 

and/or Frequency
	Assessment (Test, Procedure, Survey)
	Location/ Facility

(Hospital or PI Office)
	Standard of Care or for the purposes of research
	Billable to Insurance or Study-Related Charges

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


For Industry or Federally Sponsored studies, a Coverage Analysis is required. 
Will subjects be given any gifts, payments or services without charge? 
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

If yes, provide details of this compensation. Describe how and when compensation will be provided. Describe how compensation will be determined and provided should a subject withdraw from the study. 
     
X. CONFIDENTIALITY OF RESEARCH DATA AND PRIVATE INFORMATION

1. How will you ensure confidentiality of subjects’ private information? 

     
2. How and to whom will data/results from this study likely be shared or disseminated? 

     
3. How will you destroy data and records at the end of the study? 

     
XI. RISKS AND BENEFITS

1. Identification of Risks. Describe the nature and degree of risk of potential injury, stress, discomfort, invasion of privacy, psychological harm, and other possible risks from all study procedures, drugs and devices (standard and experimental), interviews and questionnaires. 
     
2. Management of Risks. Explain what steps you will take to minimize risks of harm and to protect subjects’ rights and welfare.
     
3. Identification of Benefits. Describe any anticipated direct and/or indirect benefits of this research for individual subjects. 

     
I understand that CITI Program training must be complete and current before any study conduct can begin. This applies to the principal investigator, sub-investigators and study coordinators. By signing below, I acknowledge and agree to abide by the Covenant Health Policies and Procedures. The information provided in this document is accurate and complete.  

Signature:  __________________________________ Date:  ___________
XII. Department Authorizations – Please obtain Manager/Director Level signatures from each department that will be involved in your research project. IE. Medical Records, Pharmacy, Lab, Radiology, Nursing Care, Materials, Registration, Nutritional Service, etc… 

Department: __________________________________________________

Signature:  __________________________________ Date:  ___________

Department: __________________________________________________

Signature:  __________________________________ Date:  ___________

Department: __________________________________________________

Signature:  __________________________________ Date:  ___________

Department: __________________________________________________

Signature:  __________________________________ Date:  ___________

Department: __________________________________________________

Signature:  __________________________________ Date:  ___________
HOST FACILITY AGREEMENT

(Employees, Residents, and Students)

This Host Facility Agreement (the “Agreement”) is by and between _____________________, a Tennessee corporation, having a business address at ________________ (the “Host Facility”), and the undersigned individual (the “Investigator”).
WITNESSETH:


WHEREAS, Investigator has proposed to conduct the following study at Host Facility:

Title: _______________________________________
Protocol Number: ___________________________;


WHEREAS, the results of such study may assist Host Facility in improving internal operations, as well as patient care; and 

WHEREAS, the parties agree such study may be conducted at Host Facility under the terms and conditions of this Agreement.

NOW THEREFORE, in consideration of the foregoing, and other good and valuable consideration, the receipt and sufficiency of which is hereby acknowledged, Host Facility and Investigator agree to the following terms and conditions:

1. Conduct of Study; Subinvestigators; Access to Host Facility; Coverage Analysis.

a.
Conduct of Study.  Investigator shall conduct the above-referenced study strictly in accordance with the description, protocol, and IRB approval attached hereto as Exhibit A and incorporated herein by reference (the “Study”), as well as Facility’s clinical research policies and standard operating procedures, the terms of which are also incorporated by reference. In the event the safety of Study subjects requires a deviation from the same, Investigator shall immediately notify Host Facility of the nature of the required deviation and obtain from Host Facility prior verbal approval for such deviation; in the event of an emergency with respect to the safety or health of Study subjects, Investigator shall effect the required deviation without Host Facility’s consent, but shall notify Host Facility immediately thereafter.  Except as expressly contemplated by the preceding sentence, no change in the Study shall be made by Investigator or be effective unless such change is memorialized in an executed writing by Host Facility and attached to this Agreement.  

b.
Subinvestigators. Investigator may appoint and supervise other individuals as subinvestigators to assist in the conduct of the Study as described in Exhibit A and as permitted by applicable law.  Investigator shall ensure any subinvestigator appointed by Investigator is qualified by nature of experience and training to perform the duties assigned such subinvestigator.  In the event Investigator delegates performance or conduct of any part of the Study to another individual (including, without limitation, any subinvestigator), notwithstanding such delegation, Investigator shall remain fully responsible and liable for compliance with the terms of this Agreement and shall ensure that each such delegee complies with the terms of this Agreement to the same extent required of Investigator hereunder.  

c.
Access to Host Facility; Compensation.  Subject to the terms and conditions of this Agreement and the requirements of all applicable laws and regulations, Host Facility agrees to allow the Investigator to conduct the Study at the Host Facility and provide Investigator reasonable access to the Host Facility in connection with the Study.  Except as otherwise specifically provided in Exhibit A, Host Facility shall not provide any compensation to Investigator in connection with the Study. 
d.
Payer Coverage Analysis.  Prior to commencement of the Study at Facility, Investigator shall provide Facility with an accurate and current written payer coverage analysis so that Facility can obtain appropriate and lawful reimbursement for Study-related items and services. Investigator shall promptly notify Facility and update such written analysis in the event of any required change to the same.
2. Representations.

Investigator represents, warrants, and covenants to Host Facility:  (a) Investigator is, and at all times during the course of the Study shall be, qualified by training and experience with appropriate expertise to conduct the Study; (b) Investigator has and at all times during the course of the Study shall have, the appropriate licenses, approvals, and certifications necessary to safely, adequately, and lawfully perform the Study; (c) Investigator and any delegee who assists in performing the applicable Study is not subject to any conflicting obligations that might interfere with the performance of the Study; (d) Investigator shall perform the Study in an efficient and professional manner and will use reasonable efforts to complete the Study within the time period estimated therefor; and (e) Investigator and any delegee assisting in performance of the Study has not been excluded from participation in any governmental healthcare program, debarred, or banned by the FDA or any other governmental agency or voluntarily excluded from conducting or participating in clinical trials and that Investigator and any such delegee is not under investigation by any governmental authority in proceedings that could lead to debarment, exclusion, or any such action.  As to this last, Investigator shall notify Host Facility’s chief administrative officer or his/her designee immediately in writing if any such investigation, exclusion, debarment, or ban occurs. 

3. Patient Information; Reports and Records. 


a.
Patient Information.  In connection with performance of the Study, Investigator shall not access, use, maintain, or disclose any patient information protected by federal or state laws or regulations, including the HIPAA Security and Privacy Standards set forth at 45 CFR Parts 160 and 164, except to the extent expressly permitted by an Institutional Review Board (IRB) or privacy board approved by Host Facility.  Further, Investigator shall not remove any identifiable patient information from Host Facility except as expressly approved by such IRB or privacy board and described in Exhibit A.  


b.
Reports; Records.  Investigator shall keep Host Facility advised on the Study and shall periodically report to Host Facility on the status of the Study.  On request, Investigator shall permit Host Facility to review, copy, and audit all records related to the Study.  Investigator shall promptly share all conclusions, results, and final reports from the Study with Host Facility.  Investigator shall notify Host Facility immediately in the event of any adverse experience or serious or unexpected injury or event in connection with the Study.  
4. Confidential Information; Data.  

The parties acknowledge that by virtue of this Agreement, Investigator may have access to information that is confidential and proprietary to Host Facility (“Confidential Information”).  Confidential Information shall include business discussions, strategies, and deliberations; business operations and plans; financial plans; compliance-related information; meeting minutes; audit findings and results; staffing and employment information; policies and internal procedures; billing and reimbursement information; and other secret or proprietary data or information generated or maintained in connection with the operation or business of Host Facility, as well as all information clearly identified as confidential.  Confidential Information shall not include information that: (i) is or becomes a part of the public domain through no act or omission of Investigator; (ii) was in the Investigator’s lawful possession prior to the disclosure and had not been obtained by the Investigator either directly or indirectly from the Host Facility or any of its employees; (iii) is lawfully disclosed to Investigator by a third party without restriction on disclosure; or (iv) is independently developed by Investigator without using any Confidential Information of Host Facility. Investigator agrees to hold Host Facility’s Confidential Information in confidence during the term of this Agreement, and Confidential Information learned during the term of this Agreement shall not be used or disclosed after termination of the Agreement except as required by law or as specifically permitted in writing by the chief administrative officer Host Facility.   Investigator acknowledges and agrees that any breach of this Section will result in immediate and irreparable injury to Host Facility for which Host Facility will not have an adequate remedy at law.  Accordingly, if any such breach shall occur or be threatened or attempted, Host Facility shall be entitled to a decree of specific performance and to a temporary and permanent injunction enjoining such breach, and to seek any and all other remedies to which Host Facility may be entitled, without the requirement of posting bond or furnishing other security.

5. Disclosure Obligations and Host Facility Property Rights.  


Investigator shall fully disclose to Host Facility all work, reports, results, conclusions, writings, designs, methods, computer software, data recorded in any form, inventions, discoveries, know-how, and intellectual property (including improvements to any of the foregoing), whether patentable or not, that are created, developed, written, conceived or made by Investigator or any subinvestigator in connection with or as a result of performance of the Study (collectively, “Work Product”).  


Host Facility shall exclusively own all right, title, and interest in and to the Work Product.  Work Product may be used by Host Facility for any purpose without further obligation or liability to Investigator.  Investigator agrees that all Work Product that is copyrightable subject matter shall be considered “work made for hire” within the meaning of the copyright laws of the United States and that Host Facility is and shall be the sole author of such Work Product and sole owner of all rights therein in perpetuity.  With respect to any Work Product that is not “work made for hire,” Investigator hereby irrevocably assigns, without additional consideration, to Host Facility in perpetuity all of Investigator’s respective rights, title, and interest worldwide in and to such Work Product.  Investigator shall execute any and all applications, assignments, or other instruments and give testimony which Host Facility shall deem necessary to apply for and obtain letters patent of the United States or of any foreign country or to otherwise protect Host Facility’s interest in the Work Product.  The obligations with respect to the Work Product, including any inventions, discoveries, and improvements, provided in this Section 5 shall survive the conclusion of the Study and/or the termination of this Agreement.
6.
Publication.


Investigator shall not provide or disclose any Work Product to any third party without Host Facility’s prior written consent, which may be withheld for any reason in Host Facility’s sole discretion.  Except as specifically approved in writing by the chief administrative officer of Host Facility, Investigator shall not directly or indirectly disclose the identity of the Host Facility or any of its medical staff members, employees, affiliates, subsidiaries, or parent corporations in any summary, publication, materials, or reports related to the Study that Host Facility permits.  In no event shall Investigator publish or disclose any patient information protected by federal or state laws or regulations, including the HIPAA Security and Privacy Standards set forth at 45 CFR Parts 160 and 164.

7.
Insurance.

In the event Investigator is required by the terms of Exhibit A to maintain insurance coverage related to the Study, Investigator shall obtain and maintain in effect for the duration of the Study and thereafter for such period as is commercially reasonable (a) general liability insurance in an amount acceptable to Host Facility which shall not be less than $1,000,000 per claim or occurrence and $3,000,000 annual aggregate; (b) clinical trial/product liability insurance in an amount of $1,000,000 per claim or occurrence and $3,000,000 annual aggregate.  In the event Host Facility requires such insurance, Investigator shall provide Host Facility with a certificate of insurance reflecting such coverage upon request.

8.
Indemnification.


Investigator shall indemnify, defend, and hold harmless the Host Facility, and its employees, officers, directors, consultants, parents, members, affiliates, contractors, and agents (collectively, “Indemnified Parties”) from and against claims, demands, losses, costs, and/or expenses, including reasonable attorneys’ fees, (“Third Party Claims”) resulting from breach of any provision of this Agreement; Investigator’s failure to conduct the Study in accordance with the terms of this Agreement; Investigator’s negligence, gross negligence, or intentional conduct; or any property damage, bodily injury, or death to any party involved or participating in the Study that is caused by Investigator or any Investigator delegee.  Indemnified Parties agree to promptly notify Investigator of any such claims and reasonably cooperate with Investigator in the investigation, defense, and/or settlement of any such Third Party Claim.  

9.
Complete Agreement, Amendment.

The parties agree that this Agreement and Exhibit A, attached hereto and incorporated herein by reference, constitute the full and complete agreement between the Host Facility and Investigator, and supersede all other written and oral agreements and representations between the Host Facility and Investigator with respect to the Study.  No amendments, changes, additions, deletions, or modifications to or of this Agreement shall be valid unless reduced to writing and signed by the parties.

10.
Binding Effect; Survivability.
The Agreement shall be binding upon the parties and their respective legal representatives, successors, and assigns.  Each party hereto shall remain liable for any obligations and liabilities arising from activities occurring prior to the effective date of termination of this Agreement.  The covenants and obligations set forth in this Agreement which by their terms or implications are intended by the parties to continue in effect after termination, including without limitation Sections 3-8, 10, and 13, shall survive such termination and shall remain in effect and enforceable by the parties.

11.
Assignment; Delegation.

Investigator shall not assign any rights under this Agreement, or delegate or subcontract any duties related to this Agreement, without the prior written consent of Host Facility.  

12.
Term and Termination.

The Agreement shall be effective upon the date it is signed by both Investigator and Host Facility and shall continue until the completion or termination of the Study or the Agreement, whichever is earlier.  Investigator or Host Facility may, at any time and for any reason, terminate this Agreement upon thirty (30) days prior written notice to the other party or suspend or terminate this Agreement immediately for health or safety reasons.  In addition, Host Facility may terminate this Agreement at any time on written notice to Investigator.

13.
Governing Law; Venue; Attorney Fees.  

This Agreement shall be governed in accordance with the laws of the State of Tennessee without regard to conflicts of law principles.  Any disputes relating to the performance, validity, or interpretation of this Agreement shall be litigated exclusively in the courts of Knox County, Tennessee, and the parties hereby submit to the personal jurisdiction of such courts. The nonprevailing party in any legal action to enforce or interpret this Agreement shall reimburse the prevailing party for its attorney fees, court costs, and reasonable expenses incurred in such action. 

14.
Notice. 

Notice under this Agreement shall be given in writing and deemed effectively given only when personally delivered or mailed by U.S. mail certified mail, return receipt requested, addressed to the parties as described on the signature page hereto or to such other address and to the attention of such other person or officer as either party may designate in a notice provided in accordance with this Section.

15.
Waiver.  

Any waiver of any provision or right by a party must be in writing.  The waiver of any breach of this Agreement by either party hereto shall not constitute a continuing waiver or a waiver of any subsequent breach of either the same or any other provision of this Agreement.

16.
Independent Contractor.  

Investigator is an independent contractor as to Host Facility in the performance of the Study and all services in connection with the Study are performed as an independent contractor and not as an employee, partner, or joint venturer of Host Facility.  

	Signature:
	
	
	Signature:
	

	Print Name:
	
	
	Print Name:
	

	Title:
	President/CAO
	
	Title:
	

	Date:
	
	
	Date:
	

	
	
	
	
	


	Host Facility

Notice Contact and Address:
	
	Investigator

Notice Contact and Address:

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


EXHIBIT A

Study Description, Protocol, and IRB Approval
Title: _________________________________

Investigator: _________________________

Subinvestigators: ____________________

Sponsor: ______________________________

Protocol No.:__________________________

I.
Background and Detailed Description of Study

II.
Research Objectives 

a. Primary and secondary objectives 

i. Primary: __________________________

ii. Secondary: _______________________

III.
Methods

a.
Design

b. Duration of Study, milestones, and completion date

c. Inclusion and exclusion criteria

d. Data to be collected

e. Sample size determination

IV.
Data analysis

V.
Statement of confidentiality

VI.
Risks/ safeguards against risks

VII.
Reporting to Host Facility, including timing and content requirements

VIII.
Funding/ compensation

IX.
Permission to use subinvestigators 

X.
Insurance requirements [see Section 7 of Host Facility Agreement; if required, attach certificate of insurance]

XI.
Conflicts of interest

XII.
IRB Approvals and Protocol [attach]

XIII.
Records retention requirements

XIV.
References

Submission Packet Checklist:

	
	
	Research Packet with Pre-Screening Review Form and Clinical Trial Research Summary

	
	
	

	
	
	Conflict of Interest Forms for All Key Personnel

	
	
	

	
	
	Clinical Trial Agreement (Fully Executed Copy)

	
	
	

	
	
	Clinical Trial Budget (Copies with Redacted Information are Unacceptable)

	
	
	

	
	
	Coverage Analysis (Signed by Principal Investigator)

	
	
	

	
	
	Host Facility Agreement

	
	
	

	
	
	Protocol

	
	
	

	
	
	Sample Informed Consent

	
	
	

	
	
	Central IRB Approval (If Applicable)


Signature:  __________________________________ Date:  ___________
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