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Sonoran Research Insurance Coverage Protocol


Research projects conducted by Sonoran, if funded by a corporate sponsor, outside foundation or organization, will need to have project specific liability insurance coverage from the current Sonoran insurance policy. Internally funded projects will not need this project specific liability insurance coverage. 
Full-time and part-time faculty are covered by our general liability and researcher liability as long as he/she is on our biweekly payroll AND working on Sonoran business. 

The need for project specific liability insurance and the level of project risk will be determined by the project principal investigator(s) and dean. The cost of additional insurance coverage will be determined by our insurance company based on the risk rate and research plan summary. 

For current rates for insurance coverage see the Budget sheet.

The following project information must be submitted to the Sonoran CFO for insurance coverage if funded by a corporate sponsor, outside foundation or organization. Approval of insurance coverage will be required prior to start of project. The CFO will communicate with the insurance company to secure the insurance coverage and rate. Internally funded projects will not need insurance coverage or submission of project information to the Sonoran CFO.
1. PI:

2. Project title:

3. Sample population: 

4. Condition being studied:

5. Number of patients: 

6. Treatment/intervention period: 

7. Treatment/intervention protocol: 

8. Risk rate: 

9. Study start date: 

The information should be no more than 1 to 2 sentences per item. Below is a sample research plan summary.

1. PI: Must be full-time faculty at Sonoran or Research Associate at SCRI
Project title: Efficacy of antioxidants in reducing high cholesterol.  A randomized controlled clinical trial.
2. Sample population: 45 to 64 men and women 
3. Condition being studied: Elevated lipid profile
4. Number of patients: 50.
5. Treatment period: 30 days
6. Intervention protocol: Combination antioxidants supplements taken orally once a day
7. Risk rate: Low
8. Study start date: 5/1/2020
Research project risk rate is defined as the following:

1. No Risk = No intervention protocol and no risk of adverse events for the participants
2. Low Risk = Intervention protocol with low risk of adverse events for the participants
3. Moderate Risk = Intervention protocol with moderate risk of adverse events for the participants

4. High Risk = Intervention protocol with high risk of adverse events for the participants

Liability Insurance Coverage

The PI, investigators and student research assistants will be covered as long as they are strictly working on behalf of Sonoran. The faculty investigators must be a full-time employee or on payroll at Sonoran to receive the coverage. Other research investigators listed on the project will not be covered unless specified. 

Research projects conducted at the University, clinic or at an approved off-site facility that Sonoran has a contract with for the project will be covered. Non-Sonoran employees collaborating on the project will not be covered by the Sonoran liability insurance. The collaborators wanting coverage by Sonoran liability insurance coverage for the project must have proof of insurance showing general liability, workers compensation and medical malpractice. The collaborators must also name Sonoran as an additional insured.

Student Research Participation

Sonoran students can participate in clinical research by assisting investigators in all aspects of the research project. The extent of research assistance by students will vary based on active preceptorship filed with the Arizona State Naturopathic Physicians Board of Medical Examiners. 

Sonoran Students not at clinic (patientcare)

1. Students are allowed to perform the following research assistance: subject screening, interviewing, scheduling, phone call monitoring, data collection, data entry, clinical coordination, distributing and collecting informed consent and study questionnaires/forms, collecting vitals (weight, height, temperature, radial pulse, respiration rate, and blood pressure), and distributing study intervention. 

2. Students are not allowed to perform any patient procedures, physical examination (except vitals), phlebotomy, sign the informed consent, or provide treatment, diagnosis, or medical advice. 

3. Students are not eligible to receive clinical training credit for patient contacts for the research project.

4. Students will be supervised by a licensed clinical investigator (supervising physician) at all times during patient assistance at the medical center. Supervision means to be physically present within sight or sound of a medical student who is providing assistance with the research project. The supervising physician must be at the medical center during student assistance with research patient contacts. 
Sonoran Students at clinic (patient-care)

1. Students are allowed to perform the following research assistance: subject screening, interviewing, scheduling, phone call monitoring, data collection, data entry, clinical coordination, distributing and collecting informed consent and study questionnaires/forms, collecting vitals (weight, height, temperature, radial pulse, respiration rate, and blood pressure), and distributing study intervention. 
2. Students are allowed to perform limited patient procedures including physical examination, phlebotomy, and sign the informed consent. 
3. Students are not allowed to provide treatment, diagnosis, or medical advice.

4. Students are eligible to receive clinical training credit for patient contacts for the research project.

5. Students will be supervised by a licensed clinical investigator (supervising physician) at all times during patient assistance at the medical center. Supervision means to be physically present within sight or sound of a medical student who is providing assistance with the research project. The supervising physician must be at the medical center during student assistance with research patient contacts. 

Student Research Projects

Student research projects at Sonoran is required to have a PI who is a Sonoran full-time faculty, and thus will follow the same policies and procedures as described above. 

PAGE  
Page 2 of 2


January 2021


