[image: image1.wmf]


    


     
  [image: image2.wmf]


Investigator Responsibilities for Protecting Human Participants in Research

Below is a list of some of the most important responsibilities as an investigator using human participants in research.  

1. Obtain IRB approval prior to starting the study. All research, regardless of funding, involving human participants or data (de-identified or not), requires IRB review and approval. Exempt research using human participants is determined by the IRB and not the investigator.
2. Obtain and document informed consent from participant or, if appropriate, participant’s legally authorized representative (parent). Sign and date the consent form at the time consent is obtained. IMPORTANT NOTE: Do not use outdated (expired) consent forms. Check the validation and expiration date on the consent form before obtaining consent. 

3. Keep the executed consent form with the original participant’s signature in your files separate from your study records; give participant a copy. 
4. Request written approval for all protocol modifications by submitting a modification request to the IRB prior to initiating any change in the protocol. Implement a modification only after you have received written approval of the protocol modification from the IRB. (send request to irb-review@cmu.edu) 
5. Complete and submit continuing review reports before the expiration date to fulfill the federal requirement for IRB review at least once every 12 months.

6. If IRB-approval of the study lapses, DO NOT CONTINUE WITH THE STUDY. DO NOT CONTINUE TO ENROLL PARTICIPANTS UNTIL THE STUDY IS REAPPROVED.
7. Report all adverse events regardless of the relationship to the study procedure to the IRB. The Code of Federal Regulations (21 CFR 312.32) requires notification of the IRB within 7 days or 15 days, depending on the severity of the event. 

Investigator Responsibilities

· Investigators have the primary responsibility for protecting the rights and welfare of human research participants and are responsible for complying with all IRB policies.

· Investigators are expected to be knowledgeable about the requirements of the HHS regulations, applicable state law, their institution's Assurance, and institutional policies and procedures for the protection of human participants.

· Investigators should conduct their research according to the IRB-approved protocol and complying with all IRB determinations.

· Investigators must obtain and document the informed consent of each participant or each participant's legally authorized representative, unless the IRB has waived these requirements.

· Investigators ensure that each potential participant understands the nature of the research and participation.

· Investigators provide a copy of the IRB-approved informed consent document to each participant or the participant's legally authorized representative at the time of consent, unless the IRB has specifically waived this requirement. All signed consent documents are to be retained for at least 3 years after the completion of the research.

· Investigators are to promptly report proposed changes to the approved IRB study to the IRB. The proposed changes may not be initiated without prior IRB review and approval.

· Promptly reporting to the IRB any unanticipated problems involving risks to participants or others or any serious or continuing non-compliance with the HHS regulations or determination of the IRB.
For further information, please contact Dawn Dowling, x1901 or dawndowling@cmu.edu.
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