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The ESRD Network of Texas, Inc. and the Medical Review Board acknowledge the importance and significance of actively participating in and conducting research.  However, all research done must be in full compliance with the Food & Drug Administration (FDA) governmental agency requirements on performing safe and ethical research on human subjects.  It is strongly recommended that prior to the initiation of any research in a dialysis setting that the facility Medical Director and the administration of the facility familiarize themselves with the specific requirements and can with absolute certainty ensure compliance with all applicable federal laws regarding research on human subjects.
1. Selection of the Personnel involved in the Research
· Identify the Principle Investigator (PI)
· Identify the Research Coordinator (RC)
· Identify qualifications for personnel responsible for review of lab data, determination of dose, and administration of the medication

· HIPAA Compliance Training
· Human Subject Training (Web Based)
· National Institute of Health (NIH) Research Personnel Training
· If the IRB requires these training programs be completed then any or all personnel involved in research must comply and have the necessary training.
· Copies of these training certificates must be available at the facility where the research is being conducted.
· The research sponsor and the IRB are required to approve these personnel and provide written documentation of each role, person approved, training/educational requirements, and any limitations to the approval.

· After full documentation of approval of the members and their roles has been received, development of a formal organizational chart is recommended for each research study, which contains actual names, positions and contact information.

2. Any research occurring in the facility must have facility Governing Body approval:
· Copies of all research study documentation must be kept onsite.
· The Governing Body minutes must contain a statement: “The research project (Research Project Name), being conducted for (company name), must have full IRB (name of the IRB being used for the research study) approval by a federally approved IRB.  No patients can be recruited prior to full IRB approval.”
· The following is required to be documented in the Governing Body minutes:
· Name of the sponsoring company
· Name of the research project
· Protocol for the research project
· Name and contact information of the PI
· Name and contact information of the RC
· Name of the IRB
· Organizational chart of the research project
· Policies and procedures specific to the research
· List of all IRB approved research personnel with documentation of all required training completion and certifications
· Formal approval by the Governing Body for conducting the research in this facility

3. Documentation should clearly outline the process of research medication dose determination, method and route of administration for the medication and the qualifications of those personnel directly administering the medications
4. Should the research involve medications, then clearly written policies and procedures must be in place that direct personnel on the handling of the medication, storage of the medication, dosage determination of the medication, administration of the medication, and determination of which personnel have access to the medication.
5. Every patient participating in the research must have an informed consent signed:
The informed consent must be current and include:
· Identity of the IRB that approved the consent dated within the year
· Must have been signed by the participating patients and or their legal guardian prior to beginning the research medications on them
· The person obtaining the informed consent from the patients/participants must have successfully completed the Human Subject Training (web based)
6. The patient Medical Record must reflect participation in the research being done:
· Physician Medication orders (if applicable)
· Physician lab work orders (for any extra research blood work required)
· Patient Assessment and Plan of Care must reflect participation in the research being done, in all appropriate areas related to the research being conducted
7. Facility personnel training must be completed and documented with records kept on facility premises:

· Should include the purpose of the study

· The patients participating in the study

· Method of identifying the patients participating in the study (ie. Labels on the medical record, comments on the treatment sheets, etc.) to include both the patients receiving the actual research medications and those being utilized as the control group.

· Side effects of the medication that are possible (provide the staff with a card or list of possible side effects, whom to report symptoms to, actions to take should adverse events occur)
8. Quality Assessment and Performance Improvement 
· Should the research being conducted potentially impact clinical outcome parameters the following recommendations are made:

· Continue to prepare the aggregate facility outcomes, as normally done

· For the indicator(s) that is/are impacted by the research medication (anemia, adequacy, bone metabolism) provide an aggregate set of facility values based on only the study participants outcomes

· Then prepare a third set of indicators which does not include the research participant outcomes

· When the research medication would potentially affect anemia, it would be recommended to review the entire set of indicators for anemia, which would include hemoglobin, transferrin saturations, Ferritins, and any other indicator recommended by the Governing Body.
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