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1.  Study Identification

Principal Investigator: 
IRB #:      
Project Title:      
2. Describe the security and storage plan for the test article(s) and  indicate how that the plan meets the sponsor’s storage and security requirements.            
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3.    Describe who may have access to the test article(s) and outline the accountability plan for the test article(s) to ensure that there is no unapproved access to or use of the test article(s). 
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4. Investigator Responsibilities 
 An investigator is responsible for:
· An investigator is responsible for: [21 CFR §812.100]

· Ensuring that an investigation is conducted according to the signed agreement, the investigational plan and applicable FDA regulations.

· Protecting the rights, safety, and welfare of participants under the investigator's care.

· The control of devices under investigation.

· An investigator may determine whether potential participants would be interested in participating in an investigation, but shall not request the written informed consent of any participant to participate, and shall not allow any participant to participate before obtaining IRB and FDA approval. [21 CFR §812.110]

· An investigator shall conduct an investigation in accordance with the signed agreement with the sponsor, the investigational plan, this part and other applicable FDA regulations, and any conditions of approval imposed by an IRB or FDA. [21 CFR §812.110]

· An investigator shall permit an investigational device to be used only with participants under the investigator's supervision. An investigator shall not supply an investigational device to any person not authorized under this part to receive it. [21 CFR §812.110]
· A clinical investigator shall disclose to the sponsor sufficient accurate financial information to allow the applicant to submit complete and accurate certification or disclosure statements required under part 54 of this chapter. The investigator shall promptly update this information if any relevant changes occur during the course of the investigation and for 1 year following completion of the study. [21 CFR §812.110]

· Upon completion or termination of a clinical investigation or the investigator's part of an investigation, or at the sponsor's request, an investigator shall return to the sponsor any remaining supply of the device or otherwise dispose of the device as the sponsor directs. [21 CFR §812.110]

· A participating investigator shall maintain the following accurate, complete, and current records relating to the investigator's participation in an investigation: [21 CFR §812.140(a)]

· All correspondence with another investigator, an IRB, the sponsor, a monitor, or FDA, including required reports.

· Records of receipt, use or disposition of a device that relate to:

· The type and quantity of the device, the dates of its receipt, and the batch number or code mark.

· The names of all persons who received, used, or disposed of each device.

· Why and how many units of the device have been returned to the sponsor, repaired, or otherwise disposed of.

· Records of each participant's case history and exposure to the device. Case histories include the case report forms and supporting data including, for example, signed and dated consent forms and medical records including, for example, progress notes of the physician, the individual's hospital chart(s), and the nurses' notes. Such records shall include:

· Documents evidencing informed consent and, for any use of a device by the investigator without informed consent, any written concurrence of a licensed physician and a brief description of the circumstances justifying the failure to obtain informed consent. The case history for each individual shall document that informed consent was obtained prior to participation in the study.

· All relevant observations, including records concerning adverse device effects (whether anticipated or unanticipated), information and data on the condition of each participant upon entering, and during the course of, the investigation, including information about relevant previous medical history and the results of all diagnostic tests.

· A record of the exposure of each participant to the investigational device, including the date and time of each use, and any other therapy.

· The protocol, with documents showing the dates of and reasons for each deviation from the protocol.

· Any other records that FDA requires to be maintained by regulation or by specific requirement for a category of investigations or a particular investigation.

· An investigator or sponsor shall maintain the records required by this subpart during the investigation and for a period of 2 years after the latter of the following two dates: The date on which the investigation is terminated or completed, or the date that the records are no longer required for purposes of supporting a premarket approval application or a notice of completion of a product development protocol. [21 CFR §812.140(d)]

· An investigator or sponsor may withdraw from the responsibility to maintain records for the period required in 21 CFR §812.140(d) and transfer custody of the records to any other person who will accept responsibility for them under 21 CFR §812.140, including the requirements of 21 CFR §812.145. [21 CFR §812.140(e)]

· Notice of a transfer shall be given to FDA not later than 10 working days after transfer occurs.

      §812.145 Inspections.

· An investigator who has authority to grant access shall permit authorized FDA employees, at reasonable times and in a reasonable manner, to enter and inspect any establishment where devices are held (including any establishment where devices are manufactured, processed, packed, installed, used, or implanted or where records of results from use of devices are kept). [21 CFR §812.145(a)]

· An investigator shall permit authorized FDA employees, at reasonable times and in a reasonable manner, to inspect and copy all records relating to an investigation. [21 CFR §812.145(b)]

· An investigator shall permit authorized FDA employees to inspect and copy records that identify participants, upon notice that FDA has reason to suspect that adequate informed consent was not obtained, or that reports required to be submitted by the investigator to the sponsor or IRB have not been submitted or are incomplete, inaccurate, false, or misleading. [21 CFR §812.145(c)]

· An investigator shall prepare and submit the following complete, accurate, and timely reports: [21 CFR §812.150(a)]

· An investigator shall submit to the sponsor and to the reviewing IRB a report of any unanticipated adverse device effect occurring during an investigation as soon as possible, but in no event later than 10 working days after the investigator first learns of the effect.

· An investigator shall report to the sponsor, within 5 working days, a withdrawal of approval by the reviewing IRB of the investigator's part of an investigation.

· An investigator shall submit progress reports on the investigation to the sponsor, the monitor, and the reviewing IRB at regular intervals, but in no event less often than yearly.

· An investigator shall notify the sponsor and the reviewing IRB (see 21 CFR §56.108(a) (3) and (4)) of any deviation from the investigational plan to protect the life or physical well-being of a participant in an emergency. Such notice shall be given as soon as possible, but in no event later than 5 working days after the emergency occurred. Except in such an emergency, prior approval by the sponsor is required for changes in or deviations from a plan, and if these changes or deviations may affect the scientific soundness of the plan or the rights, safety, or welfare of human participants, FDA and IRB in accordance with §812.35(a) also is required.

· If an investigator uses a device without obtaining informed consent, the investigator shall report such use to the sponsor and the reviewing IRB within 5 working days after the use occurs.

· An investigator shall, within 3 months after termination or completion of the investigation or the investigator's part of the investigation, submit a final report to the sponsor and the reviewing IRB.

· An investigator shall, upon request by a reviewing IRB or FDA, provide accurate, complete, and current information about any aspect of the investigation.

By signing below, I certify that I have read and agree to assume the responsibilities stated above. 
_________________________________________________
________________________

                             Principal Investigator’s Signature
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