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CHECKLIST: Investigator Quality Improvement Assessment
The purpose of this checklist is to allow investigators to conduct a quality improvement self-assessment and for IRB staff to conduct a quality improvement assessment of investigators. (LAR = “subject’s Legally Authorized Representative)[endnoteRef:2] [2:  This document satisfies AAHRPP elements I.5.A, I.5.B, I.5.D, I-9] 

Basic Study Information
	Basic Information
	Quality Improvement Details

	Principal Investigator
	
	Study Title
	
	Protocol Number
	

	Name of Person Completing Checklist
	
	Email address of person completing checklist
	

	☐ Yes ☐ No
	Is this study a clinical trial?

	☐ Yes ☐ No
	Is the study supported by a sponsor or agency?

	Sponsor or agency supporting the study:
	




1. Regulatory Documentation
Please indicate which of the following basic regulatory documents the study team maintains for this study. 

Note: the IRB submission system is not considered part of the investigator's study file. Items must be maintained outside of the electronic submission system.

	Response
	Regulatory Document

	☐ Yes ☐ No ☐ NA
	Grant

	☐ Yes ☐ No ☐ NA
	Current IRB approved protocol

	☐ Yes ☐ No ☐ NA
	Previous IRB approved versions of the protocol

	☐ Yes ☐ No ☐ NA
	IRB-approved modifications to the protocol 

	☐ Yes ☐ No ☐ NA
	Current IRB-approved consent document(s)

	☐ Yes ☐ No ☐ NA
	Previous IRB-approved versions of the consent document(s)

	☐ Yes ☐ No ☐NA
	Current IRB-approved information provided to subjects (addenda, schedules, additional information, etc.)

	☐ Yes ☐ No ☐ NA
	Previous versions of IRB-approved information provided to subjects (addenda, schedules, additional information, etc.)

	☐ Yes ☐ No ☐ NA
	Current IRB-approved recruitment materials

	☐ Yes ☐ No ☐ NA
	Previous versions of IRB-approved recruitment materials

	☐ Yes ☐ No ☐ NA
	Records of investigator and staff training

	☐ Yes ☐ No ☐ NA
	Correspondence with the funding agency

	☐ Yes ☐ No ☐ NA
	Correspondence with the IRB on file: (look for signature and date when needed for submission)

	☐ Yes ☐ No ☐ NA
	Initial IRB application

	☐ Yes ☐ No ☐ NA
	Initial IRB approval letter

	☐ Yes ☐ No ☐ NA
	Continuing review applications. 
Number: 

	☐ Yes ☐ No ☐ NA
	Continuing Review approval letter(s)

	☐ Yes ☐ No ☐ NA
	Modification applications. 
Number: 

	☐ Yes ☐ No ☐ NA
	Modification approval letter(s)

	☐ Yes ☐ No ☐ NA
	Interim reports

	☐ Yes ☐ No ☐ NA
	Notifications of IRB disapproval, deferral, modifications required to secure approval

	☐ Yes ☐ No ☐ NA
	Responses to IRB actions

	☐ Yes ☐ No ☐ NA
	Suspension of IRB Approval or Termination of IRB Approval

	☐ Yes ☐ No ☐ NA
	Copies of email correspondence with the IRB or OHRP

	☐ Yes ☐ No ☐ NA
	Other communications with the IRB or OHRP






2. Document Retention
	Response
	Retention Requirement

	☐ Yes ☐ No ☐ NA
	Consent documents will be retained for 3 years after completion of the research.

	☐ Yes ☐ No ☐ NA
	Records for sponsored research will be retained until the sponsor authorizes destruction of the records.
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Clinical Trials

1. Clinical Trials Regulatory Documentation
	Response
	Regulatory Documentation Category

	☐ Yes ☐ No ☐ NA
	Signed agreements/contracts between parties

	☐ Yes ☐ No ☐ NA
	Subject screening log 
Number screened: 

	☐ Yes ☐ No ☐ NA
	Subject identification code list

	☐ Yes ☐ No ☐ NA
	Subject enrollment log 
Number enrolled: 

	☐ Yes ☐ No ☐ NA
	Record of retained body fluids/tissue samples

	☐ Yes ☐ No ☐ NA
	Correspondence to and from the sponsor or CRO

	☐ Yes ☐ No ☐ NA
	Letters

	☐ Yes ☐ No ☐ NA
	Meeting notes

	☐ Yes ☐ No ☐ NA
	Notes of telephone calls

	☐ Yes ☐ No ☐ NA
	CVs or other relevant documents evidencing qualifications of PI, co-investigators, and all study personnel

	☐ Yes ☐ No ☐ NA
	CVs or other relevant information have been updated within the past two years

	☐ Yes ☐ No ☐ NA
	CVs or other relevant information are signed and dated

	☐ Yes ☐ No ☐ NA
	Instructions for handling of investigational product(s) and trial-related materials (if not in protocol or investigator’s brochure)

	☐ Yes ☐ No ☐ NA
	Decoding procedures for blinded trials

	☐ Yes ☐ No ☐ NA
	Normal lab values

	☐ Yes ☐ No ☐ NA
	Updates to normal lab values

	☐ Yes ☐ No ☐ NA
	Lab certification (e.g., CLIA)?

	☐ Yes ☐ No ☐ NA
	Updates to lab certification (e.g., CLIA)?

	☐ Yes ☐ No ☐ NA
	Lab director’s CV

	☐ Yes ☐ No ☐ NA
	Updates to lab director’s CV

	☐ Yes ☐ No ☐ NA
	Monitoring/auditing log. 
How often do monitor visits occur? 

	☐ Yes ☐ No ☐ NA
	Site Initiation report or visit documentation

	☐ Yes ☐ No ☐ NA
	Study close-out report or visit documentation

	☐ Yes ☐ No ☐ NA
	DSMB reports

	☐ Yes ☐ No ☐ NA
	Staff signature log

	☐ Yes ☐ No ☐ NA
	Signature log reflects current staff working on the study

	☐ Yes ☐ No ☐ NA
	Staff working on the study are IRB approved

	☐ Yes ☐ No ☐ NA
	Delegation of authority log

	☐ Yes ☐ No ☐ NA
	Most recently approved sample case report forms (CRF)

	☐ Yes ☐ No ☐ NA
	For marketed products, a package insert/product information



Studies Involving Drugs (IND studies)

1. Study Conduct (IND studies)
	Response
	Study Conduct Category

	☐ Yes ☐ No
	Does this study involve one or more drugs or biologics?

	☐ Yes ☐ No ☐ NA
	The investigator or sponsor has a defined plan for retaining records related to the study drug for one of the following:
· a period of 2 years following the date a marketing application is approved for the drug for the indication for which it is being investigated
· a period of 2 years after the investigation is discontinued and the FDA is notified, if no application is to be filed or if the application is not approved for such indication,

	☐ Yes ☐ No
	Does this study utilize the Investigational Drug Service?

	 ☐ Yes ☐ No ☐ NA
	The investigators maintain responsibility for the control of drugs under investigation.

	 ☐ Yes ☐ No ☐ NA
	The investigators ensure the drugs are administered only to subjects under their personal supervision or the supervision of a sub-investigator responsible to the investigator.

	 ☐ Yes ☐ No ☐ NA
	The investigators ensure investigational drugs are not supplied to any person not authorized to receive them.



2. Study Records (IND studies)
	Response
	Study Record Category

	☐ Yes ☐ No ☐ NA
	A signed current FDA 1572

	☐ Yes ☐ No ☐ NA
	Previous signed versions of FDA 1572

	☐ Yes ☐ No ☐ NA
	A current signed financial disclosure form submitted to the sponsor

	☐ Yes ☐ No ☐ NA
	Previous versions of signed financial disclosure forms submitted to the sponsor

	☐ Yes ☐ No ☐ NA
	Valid licensure for each investigator/staff member listed on the 1572 or in the Investigator Statement

	☐ Yes ☐ No ☐ NA
	Current investigator brochure

	☐ Yes ☐ No ☐ NA
	Previous versions of or updates to the investigator brochure

	☐ Yes ☐ No ☐ NA
	There is shipping log for each drug. These include:

	☐ Yes ☐ No ☐ NA
	Date shipment received

	☐ Yes ☐ No ☐ NA
	Shipment number from packing slip study drug or device

	☐ Yes ☐ No ☐ NA
	Batch number, lot number, code mark

	☐ Yes ☐ No ☐ NA
	Expiration date

	☐ Yes ☐ No ☐ NA
	Number of boxes, kits, etc. per lot number

	☐ Yes ☐ No ☐ NA
	Number of bottles, vials, etc. per box or kit

	☐ Yes ☐ No ☐ NA
	Condition of study drug or device shipment (Intact, damaged)

	☐ Yes ☐ No ☐ NA
	Receiver’s name

	☐ Yes ☐ No ☐ NA
	There is an accountability log for each drug under investigation. These include:

	☐ Yes ☐ No ☐ NA
	Subject ID number, initials, or name

	☐ Yes ☐ No ☐ NA
	Lot or kit number

	☐ Yes ☐ No ☐ NA
	Number of bottles, vials, etc.

	☐ Yes ☐ No ☐ NA
	Amount of study drug per bottle, vial, etc..

	☐ Yes ☐ No ☐ NA
	Total amount dispensed

	☐ Yes ☐ No ☐ NA
	Initials

	☐ Yes ☐ No ☐ NA
	Date dispensed

	☐ Yes ☐ No ☐ NA
	Number of bottles, vials, etc. returned

	☐ Yes ☐ No ☐ NA
	Total amount returned

	☐ Yes ☐ No ☐ NA
	Balance: number dispensed less number returned

	☐ Yes ☐ No ☐ NA
	Comments: subject lost, discarded, etc.

	☐ Yes ☐ No ☐ NA
	Person who dispensed the drug

	☐ Yes ☐ No ☐ NA
	The investigator furnishes all reports to the sponsor of the drug

	☐ Yes ☐ No ☐ NA
	An investigator shall promptly report to the sponsor any adverse effect that may reasonably be regarded as caused by, or probably caused by, the drug. If the adverse effect is alarming, the investigator shall report the adverse effect immediately. 

	☐ Yes ☐ No ☐ NA
	An investigator shall provide the sponsor with an adequate report shortly after completion of the investigator’s participation in the investigation.



3. IND Sponsor-Investigator Requirements
	Response
	Requirement

	 ☐ Yes ☐ No ☐ NA
	The investigator submits a completed Form FDA 3454 attesting to the absence of financial interests and arrangements for all participating clinical investigators.

	 ☐ Yes ☐ No ☐ NA
	For any participating clinical investigator for whom the investigator does not submit a completed Form FDA 3454, the investigator submits a completed Form FDA 3455 (Disclosure Statement).

	 ☐ Yes ☐ No ☐ NA
	The investigator maintains on file information pertaining to the financial interests of clinical investigators for 2 years after the date of approval of the application.

	 ☐ Yes ☐ No ☐ NA
	 The investigator selects only investigators qualified by training and experience as appropriate experts to investigate the drug.

	 ☐ Yes ☐ No ☐ NA
	The investigator provides participating investigators with the information they need to conduct an investigation properly.

	 ☐ Yes ☐ No ☐ NA
	The investigator ensures that the investigation(s) is conducted in accordance with the general investigational plan and protocols contained in the IND.

	 ☐ Yes ☐ No ☐ NA
	The investigator maintains an effective IND with respect to the investigations.

	 ☐ Yes ☐ No ☐ NA
	The investigator ensures that FDA is promptly informed of significant new adverse effects or risks with respect to the drug.

	 ☐ Yes ☐ No ☐ NA
	The investigator ensures that all participating investigators are promptly informed of significant new adverse effects or risks with respect to the drug.

	 ☐ Yes ☐ No ☐ NA
	The investigator ships investigational new drugs only to investigators participating in the investigation.

	 ☐ Yes ☐ No ☐ NA
	Before permitting an investigator to begin participation in an investigation, the investigator obtains the following:

	 ☐ Yes ☐ No ☐ NA
	A signed investigator statement (Form FDA-1572).

	 ☐ Yes ☐ No ☐ NA
	A curriculum vitae or other statement of qualifications of the investigator showing the education, training, and experience that qualifies the investigator as an expert in the clinical investigation of the drug for the use under investigation.

	 ☐ Yes ☐ No ☐ NA
	Sufficient accurate financial information to allow the investigator to submit complete and accurate certification or disclosure statements.

	 ☐ Yes ☐ No ☐ NA
	The investigator selects a monitor qualified by training and experience to monitor the progress of the investigation.

	 ☐ Yes ☐ No ☐ NA
	The investigator provides each participating clinical investigator an investigator brochure.

	 ☐ Yes ☐ No ☐ NA
	The investigator ensures, as the overall investigation proceeds, that each participating investigator is informed of new observations discovered by or reported to the investigator on the drug, particularly with respect to adverse effects and safe use.

	 ☐ Yes ☐ No ☐ NA
	The investigator monitors the progress of all clinical investigations being conducted under the IND.

	 ☐ Yes ☐ No ☐ NA
	If the investigator discovers that a sub-investigator is not complying with the signed agreement (Form FDA-1572), the general investigational plan, or other applicable requirements; the investigator promptly either secures compliance or discontinues shipment of the investigational new drug to the sub-investigator and ends the sub-investigator’s participation in the investigation.

	 ☐ Yes ☐ No ☐ NA
	If a sub-investigator’s participation in the investigation is ended, the investigator ensures that the sub-investigator disposes of or returns the investigational drug and notifies the FDA.

	 ☐ Yes ☐ No ☐ NA
	The investigator reviews and evaluates the evidence relating to the safety and effectiveness of the drug as it is obtained from the sub-investigator(s).

	 ☐ Yes ☐ No ☐ NA
	There is a plan for the following actions if the investigator determines that the investigational drug presents an unreasonable and significant risk to subjects.

	 ☐ Yes ☐ No ☐ NA
	Ensure discontinuation of those investigations that present the risk. 

	 ☐ Yes ☐ No ☐ NA
	Notify the FDA, all institutional review boards, and all investigators who have at any time participated in the investigation of the discontinuance.

	 ☐ Yes ☐ No ☐ NA
	Ensure the disposition of all stocks of the drug outstanding.

	 ☐ Yes ☐ No ☐ NA
	Furnish the FDA with a full report of the investigator’s actions.

	 ☐ Yes ☐ No ☐ NA
	The investigator retains reserve samples of any test article and reference standard identified in and used in any bioequivalence or bioavailability studies and release the reserve samples to the FDA upon request.

	 ☐ Yes ☐ No ☐ NA
	The investigator retains each reserve sample for a period of at least 5 years following the date on which the application or supplemental application is approved, or, if such application or supplemental application is not approved, at least 5 years following the date of completion of the bioavailability study.

	 ☐ Yes ☐ No ☐ NA
	The investigator permits, upon request from any properly authorized officer or employee of the Food and Drug Administration, at reasonable times, such officer or employee to have access to and copy and verify any records and reports relating to a clinical investigation being conducted under the IND.

	 ☐ Yes ☐ No ☐ NA
	The investigator submits, upon written request by the FDA, the records or reports (or copies of them) to the FDA.

	 ☐ Yes ☐ No ☐ NA
	The investigator discontinues shipments of the drug to any investigator who has failed to maintain or make available records or reports of the investigation as required.

	☐ Yes ☐ No ☐ NA
	If the drug is a substance listed in any schedule of the Controlled Substances Act all records concerning shipment, delivery, receipt, and disposition of the drug will be made available to properly authorized agents of the Drug Enforcement Agency upon request.

	 ☐ Yes ☐ No ☐ NA
	If the drug is a substance listed in any schedule of the Controlled Substances Act, adequate precautions are taken to prevent theft or diversion of the substance into illegal channels of distribution.

	 ☐ Yes ☐ No ☐ NA
	The investigator ensures the return of all unused supplies of the investigational drug from each individual investigator whose participation in the investigation is discontinued or terminated.



Studies Involving Devices (IDE studies)

1. Study Records
	Response
	Study Record Category

	☐ Yes ☐ No ☐ NA
	A signed Investigator Statement

	☐ Yes ☐ No ☐ NA
	Previous versions of signed Investigator Statements

	☐ Yes ☐ No ☐ NA
	A current signed financial disclosure form submitted to the sponsor

	☐ Yes ☐ No ☐ NA
	Previous versions of signed financial disclosure forms submitted to the sponsor

	☐ Yes ☐ No ☐ NA
	Valid licensure for each investigator/staff member listed on the 1572 or in the Investigator Statement

	☐ Yes ☐ No ☐ NA
	There is shipping log for each device. These include:

	☐ Yes ☐ No ☐ NA
	Date shipment received

	☐ Yes ☐ No ☐ NA
	Shipment number from packing slip study device

	☐ Yes ☐ No ☐ NA
	Batch number, lot number, code mark

	☐ Yes ☐ No ☐ NA
	Expiration date

	☐ Yes ☐ No ☐ NA
	Number of boxes, kits, or devices per lot number

	☐ Yes ☐ No ☐ NA
	Number of bottles, vials, inhalers, or devices per box or kit

	☐ Yes ☐ No ☐ NA
	Condition of study drug or device shipment (Intact, damaged)

	☐ Yes ☐ No ☐ NA
	Receiver’s name

	☐ Yes ☐ No ☐ NA
	There is an accountability log for each device under investigation. These include:

	☐ Yes ☐ No ☐ NA
	Subject ID number, initials, or name

	☐ Yes ☐ No ☐ NA
	Study device lot, batch number, or code mark

	☐ Yes ☐ No ☐ NA
	Date dispensed

	☐ Yes ☐ No ☐ NA
	Device disposition 

	☐ Yes ☐ No ☐ NA
	Comments, such as malfunctions, device failure, disposition of unused devices (returned to sponsor or destroyed) or any other pertinent information concerning the device.

	☐ Yes ☐ No ☐ NA
	Person who dispensed the device

	☐ Yes ☐ No ☐ NA
	Correspondence with another investigator, an IRB, the sponsor, a monitor, or FDA, including required report

	☐ Yes ☐ No ☐ NA
	Reports of unanticipated adverse device effects. The investigator submits 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.

	☐ Yes ☐ No ☐ NA
	Reports of withdrawal of IRB approval. The investigator reports to the sponsor, within 5 working days, a withdrawal of approval by the reviewing IRB of the investigator’s part of an investigation.

	☐ Yes ☐ No ☐ NA
	Progress reports. The investigator submits 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.

	☐ Yes ☐ No ☐ NA
	Reports of deviations from the investigational plan. The investigator notifies the sponsor and the reviewing IRB of any deviation from the investigational plan to protect the life or physical well-being of a subject in an emergency. Such notice is 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 subjects, FDA and IRB is required.

	☐ Yes ☐ No ☐ NA
	Reports of use of the device without informed consent. If the investigator uses a device without obtaining informed consent, the investigator reports such use to the sponsor and the reviewing IRB within 5 working days after the use occurs.

	☐ Yes ☐ No ☐ NA
	Final report. The investigator, within 3 months after termination or completion of the investigation or the investigator’s part of the investigation, submits a final report to the sponsor and the reviewing IRB.



2.  Study Conduct (IDE studies)
	Response
	Study Conduct Category

	☐ Yes ☐ No ☐ NA
	The investigator or sponsor has a defined plan for retaining records related to the study device 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
· 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.

	 ☐ Yes ☐ No ☐ NA
	Investigators permit an investigational device to be used only with subjects under the investigator’s supervision.

	 ☐ Yes ☐ No ☐ NA
	Investigators do not supply an investigational device to any person not authorized to receive it.

	 ☐ Yes ☐ No ☐ NA
	Upon completion or termination of a clinical investigation or the investigator’s part of an, or at the sponsor’s investigation request, investigators return to the sponsor any remaining supply of the device or otherwise dispose of the device as the sponsor directs.

	 ☐ Yes ☐ No ☐ NA
	If the investigation is terminated, suspended, discontinued, or completed, investigators return the unused supplies of the drug to the sponsor, or otherwise provide for disposition of the unused supplies of the drug as authorized by the sponsor.

	 ☐ Yes ☐ No ☐ NA
	If an investigational drug is subject to the Controlled Substances Act, investigators take adequate precautions, including storage of the investigational drug in a securely locked, substantially constructed cabinet, or other securely locked, substantially constructed enclosure, access to which is limited, to prevent theft or diversion of the substance into illegal channels of distribution.

	
	Investigators prepare and submit the following reports to the sponsor:

	 ☐ Yes ☐ No ☐ NA
	Any unanticipated adverse device effect occurring during an investigation. (Within 5 working days.)

	 ☐ Yes ☐ No ☐ NA
	Withdrawal of approval by the reviewing IRB of the investigator’s part of an investigation. (Within 5 working days.)

	 ☐ Yes ☐ No ☐ NA
	Progress reports on the investigation. (At least yearly.)

	 ☐ Yes ☐ No ☐ NA
	Any deviation from the investigational plan to protect the life or physical well-being of a subject in an emergency. (As soon as possible, but in no event later than 5 working days after the emergency occurred.)

	 ☐ Yes ☐ No ☐ NA
	Use of a device without obtaining informed consent (within 5 working days after the use occurs).

	 ☐ Yes ☐ No ☐ NA
	A final report. (Within 3 months after termination or completion of the investigation or the investigator’s part of the investigation.)

	
	Investigators prepare and submit the following reports to the IRB:

	 ☐ Yes ☐ No ☐ NA
	Any unanticipated adverse device effect occurring during an investigation. (As soon as possible, but in no event later than 10 working days after first learning of the effect.)

	 ☐ Yes ☐ No ☐ NA
	Progress reports on the investigation. (At least yearly.)

	 ☐ Yes ☐ No ☐ NA
	Any deviation from the investigational plan to protect the life or physical well-being of a subject in an emergency. (As soon as possible, but in no event later than 5 working days after the emergency occurred.)

	 ☐ Yes ☐ No ☐ NA
	Use of a device without obtaining informed consent (within 5 working days after the use occurs).

	 ☐ Yes ☐ No ☐ NA
	A final report (within 3 months after termination or completion of the investigation or the investigator’s part of the investigation).

	
	Investigators prepare and submit the following reports to the study monitor:

	 ☐ Yes ☐ No ☐ NA
	Progress reports on the investigation. (At least yearly.)



3.  Significant Risk Sponsor-Investigator Requirements (IDE studies)
	Response
	Requirement

	 ☐ Yes ☐ No ☐ NA
	The investigator ensures that no part of the investigation begins until the IRB and FDA have both approved the application or supplemental application.

	 ☐ Yes ☐ No ☐ NA
	The investigator selects other investigators qualified by training and experience to investigate the device.

	 ☐ Yes ☐ No ☐ NA
	The investigator selects monitors qualified by training and experience to monitor the investigational study in accordance with the IDE and other applicable FDA regulations.

	 ☐ Yes ☐ No ☐ NA
	The investigator ships investigational devices only to qualified investigators participating in the investigation.

	 ☐ Yes ☐ No ☐ NA
	The investigator obtains a signed agreement from each participating investigator that includes:

	 ☐ Yes ☐ No ☐ NA
	The participating investigator's curriculum vitae,

	 ☐ Yes ☐ No ☐ NA
	A statement of the participating investigator's relevant experience, including the dates, location, extent, and type of experience, where applicable,

	 ☐ Yes ☐ No ☐ NA
	An explanation of the circumstances that led to termination of a study if the participating investigator was involved in an investigation or other research that was terminated,

	 ☐ Yes ☐ No ☐ NA
	A statement of the participating investigator's commitment to:
· Conduct the investigation in accordance with the agreement, the investigational plan, the IDE and other applicable FDA regulations, and conditions of approval imposed by the reviewing IRB or FDA,
· Supervise all testing of the device involving human subjects, and
· Ensure that the requirements for obtaining informed consent are met.

	 ☐ Yes ☐ No ☐ NA
	The investigator maintains sufficient accurate financial disclosure information to submit a complete and accurate certification or disclosure statement as required under 21 CFR 54, Financial Disclosure by Clinical Investigators.

	 ☐ Yes ☐ No ☐ NA
	The investigator obtains a commitment from clinical investigators to promptly update this information if any relevant changes occur during the course of the investigation and for one year following completion of the study. (The financial certification or disclosure is submitted in the PMA or Premarket Notification 510(k) application. It should not be submitted in the IDE application.)

	 ☐ Yes ☐ No ☐ NA
	The investigator supplies all participating investigators with copies of the investigational plan and a report of prior investigations of the device.

	 ☐ Yes ☐ No ☐ NA
	Securing Compliance: If the investigator discovers that a participating investigator is not complying with the signed agreement, the investigational plan, the IDE requirements, any other applicable FDA regulations, or any conditions of approval imposed by the reviewing IRB or FDA, the investigator promptly either secures compliance, or discontinues shipments of the device to the investigator and terminates the investigator's participation in the investigation. A sponsor must also require that the investigator dispose of or return the device, unless this action would jeopardize the rights, safety, or welfare of a subject.

	 ☐ Yes ☐ No ☐ NA
	Unanticipated Adverse Device Effects: The investigator immediately conducts an evaluation of any unanticipated adverse device effect. An investigator who determines that an unanticipated adverse device effect presents an unreasonable risk to subjects terminates all investigations or parts of the investigations presenting that risk as soon as possible. Termination must occur no later than 5 working days after the sponsor makes this determination and no later than 15 working days after the sponsor first received notice of the effect.

	 ☐ Yes ☐ No ☐ NA
	Resumption of Terminated Studies: For significant risk device investigations, an investigator may not resume a terminated investigation without IRB and FDA approval. 

	
	The investigator must maintain accurate and complete records relating to the investigation. These records include:

	 ☐ Yes ☐ No ☐ NA
	All correspondence including required reports,

	 ☐ Yes ☐ No ☐ NA
	Records concerning complaints and adverse device effects whether anticipated or not,	

	 ☐ Yes ☐ No ☐ NA
	Any other records that FDA requires to be maintained by regulation or by specific requirement for a category of investigation or a particular investigation.

	 
	The investigator provides the following reports in a timely manner to FDA, the IRBs, and/or the investigators.

	 ☐ Yes ☐ No ☐ NA
	Unanticipated Adverse Device Effects

	 ☐ Yes ☐ No ☐ NA
	Withdrawal of IRB Approval

	 ☐ Yes ☐ No ☐ NA
	Withdrawal of FDA Approval

	 ☐ Yes ☐ No ☐ NA
	Current list of Investigators

	 ☐ Yes ☐ No ☐ NA
	Progress Reports

	 ☐ Yes ☐ No ☐ NA
	Recalls and Device Disposition

	 ☐ Yes ☐ No ☐ NA
	Final Report

	 ☐ Yes ☐ No ☐ NA
	Informed consent

	 ☐ Yes ☐ No ☐ NA
	Significant Risk Device Determination

	 ☐ Yes ☐ No ☐ NA
	Other Reports

	 ☐ Yes ☐ No ☐ NA
	The investigational device or its immediate package bears a label with the following information:
· The name and place of business of the manufacturer, packer, or distributor;
· The quantity of contents, if appropriate; and
· The statement, "CAUTION ­­ Investigational device. Limited by Federal (or United States) law to investigational use."

	 ☐ Yes ☐ No ☐ NA
	The label describes all relevant contraindications, hazards, adverse effects, interfering substances or devices, warnings, and precautions.

	☐ Yes ☐ No ☐ NA
	The labeling of an investigational device does not contain any false or misleading statements nor imply that the device is safe or effective for the purposes being investigated.

	 ☐ Yes ☐ No ☐ NA
	The investigator provides detailed information on device labeling in the investigational protocol. This information may vary depending on the device and the nature of the study. Product labeling should be sufficient to ensure stability of the test article for the duration of the study (storage requirements, calibration procedures), bear sufficient directions for proper administration, and detail procedures to follow in the event of patient injury.

	 ☐ Yes ☐ No ☐ NA
	The investigator, or any person acting for or on behalf of the investigator does not:
· Promote or test market an investigational device, until after FDA has approved the device for commercial distribution.
· Commercialize an investigational device by charging the subjects or investigators a higher price than that necessary to recover costs of manufacture, research, development, and handling.
· Unduly prolong an investigation. If data developed by the investigation indicate that premarket approval (PMA) cannot be justified, the sponsor must promptly terminate the investigation.
· Represent that an investigational device is safe or effective.

	 ☐ Yes ☐ No ☐ NA
	Advertisements have been reviewed and approved by the IRB to assure that they are not unduly coercive and do not promise a certainty of cure beyond what is outlined in the consent and the protocol. No claims are made, either explicitly or implicitly, that the device is safe or effective for the purposes under investigation, or that the test article is known to be equivalent or superior to any other device.



4. Abbreviated Sponsor-Investigator Requirements (IDE studies)
	Response
	Requirement

	 ☐ Yes ☐ No ☐ NA
	The device is labeled with the name and place of business of the manufacturer. 21 CFR §812.2(b)(1)(i)

	 ☐ Yes ☐ No ☐ NA
	The device is labeled with the following statement: “CAUTION-Investigational device. Limited by Federal (or United States) law to investigational use.” 21 CFR §812.2(b)(1)(i)

	 ☐ Yes ☐ No ☐ NA
	The labeling describes all relevant contraindications, hazards, adverse effects, interfering substances or devices, warnings, and precautions. 21 CFR §812.2(b)(1)(i)

	 ☐ Yes ☐ No ☐ NA
	The investigator has obtained IRB review and approval of the research. 21 CFR §812.2(b)(1)(ii) 

	 ☐ Yes ☐ No ☐ NA
	The protocol includes a brief explanation of why the device is not a significant risk device. 21 CFR §812.2(b)(1)(ii)

	 ☐ Yes ☐ No ☐ NA
	The IRB has determined that the device is not a significant risk device. 21 CFR §812.2(b)(1)(ii)

	 ☐ Yes ☐ No ☐ NA
	The IRB has documented that determination in the minutes along with the IRB’s rationale for making that determination. FDA Information Sheets for IRBs

	 ☐ Yes ☐ No ☐ NA
	The investigator has obtained informed consent of each subject in accordance with 21 CFR §50. 21 CFR §812.2(b)(1)(iii).

	 ☐ Yes ☐ No ☐ NA
	Unless waived by the IRB, the investigator has documented informed consent of each subject in accordance with 21 CFR §50. 21 CFR §812.2(b)(1)(iii).

	 ☐ Yes ☐ No ☐ NA
	The investigator monitors the investigation for compliance. 21 CFR §812.2(b)(1)(iv)

	 ☐ Yes ☐ No ☐ NA
	The investigator immediately conducted an evaluation of any unanticipated adverse device effect. 21 CFR §812.2(b)(1)(iv)

	 ☐ Yes ☐ No ☐ NA
	If the investigator determined whether each unanticipated adverse device effect presented an unreasonable risk to subjects. 21 CFR §812.2(b)(1)(iv)

	 ☐ Yes ☐ No ☐ NA
	If the investigator terminated all investigations or parts of investigations presenting that risk as soon as possible, not later than 5 working days after making this determination. 21 CFR §812.2(b)(1)(iv)

	 ☐ Yes ☐ No ☐ NA
	If the investigator determined whether each unanticipated adverse device effect presented an unreasonable risk to subjects, the investigator has to terminate all investigations or parts of investigations presenting that risk as soon as possible, not later than 5 working days after the investigator makes this determination. 21 CFR §812.2(b)(1)(iv)

	 ☐ Yes ☐ No ☐ NA
	The investigator maintains the following records consolidated in one location and available for FDA inspection and copying: 21 CFR §812.2(b)(1)(v)-(vi)

	 ☐ Yes ☐ No
	A statement of the extent to which the good manufacturing practice regulation in part 820 will be followed in manufacturing the device. 21 CFR §812.140(b)(4)(v)

	 ☐ Yes ☐ No
	The name and intended use of the device and the objectives of the investigation. 21 CFR §812.140(b)(4)(i)

	 ☐ Yes ☐ No
	A brief explanation of why the device is not a significant risk device. 21 CFR §812.140(b)(4)(ii)

	☐ Yes ☐ No
	The name and address of each investigator. 21 CFR §812.140(b)(4)(iii)

	☐ Yes ☐ No
	The name and address of each IRB that has reviewed the investigation. 21 CFR §812.140(b)(4)(iv)

	 ☐ Yes ☐ No
	Records concerning adverse device effects (whether anticipated or unanticipated) and complaints. 21 CFR §812.140(b)(5)

	 ☐ Yes ☐ No
	Records of each subject’s case history and exposure to the device. 21 CFR §812.140(a)(3)(i)

	 ☐ Yes ☐ No
	Case report forms and supporting data. 21 CFR §812.140(a)(3)(i)

	☐ Yes ☐ No
	Signed and dated consent forms. 21 CFR §812.140(a)(3)(i)

	 ☐ Yes ☐ No
	Medical records including, for example, progress notes of the physician, the individual’s hospital chart(s), and the nurses’ notes. 21 CFR §812.140(a)(3)(i)

	 ☐ Yes ☐ No
	Documents evidencing informed consent. 21 CFR §812.140(a)(3)(i)

	 ☐ Yes ☐ No ☐ NA
	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. 21 CFR §812.140(a)(3)(i)

	☐ Yes ☐ No
	Documentation that informed consent was obtained prior to participation in the study. 21 CFR §812.140(a)(3)(i)

	 ☐ Yes ☐ No
	The investigator makes the following reports to FDA: 21 CFR §812.2(b)(1)(v)

	 ☐ Yes ☐ No ☐ NA
	Unanticipated adverse device effects. An evaluation of an unanticipated adverse device effect under §812.46(b) was reported to FDA and the IRB within 10 working days after the sponsor first receives notice of the effect. Thereafter the investigator submitted additional reports concerning the effect as FDA requested. 21 CFR §812.140(a)(1); 21 CFR §812.150(b)(1)

	 ☐ Yes ☐ No ☐ NA
	Withdrawal of IRB approval. The investigator notified FDA of any withdrawal of approval of an investigation or a part of an investigation by the IRB within 5 working days after receipt of the withdrawal of approval. 21 CFR §812.140(a)(2); 21 CFR §812.150(b)(2)

	 ☐ Yes ☐ No ☐ NA
	Withdrawal of FDA approval. The investigator notified the IRB and participating investigators of any withdrawal of FDA approval of the investigation, and did so within 5 working days after receipt of notice of the withdrawal of approval. 21 CFR §812.150(b)(3)

	 ☐ Yes ☐ No ☐ NA
	Progress reports. At regular intervals, and at least yearly, the investigator submitted progress reports to the monitor and the IRB. 21 CFR §812.140(a)(3); 21 CFR §812.150(b)(5)

	 ☐ Yes ☐ No ☐ NA
	Recall and device disposition. The investigator notified FDA and the IRB of any return, repair, or disposal of any units of a device. Such notice occurred within 30 working days after the request was made and stated why the request was made. 21 CFR §812.150(b)(6)

	 ☐ Yes ☐ No ☐ NA
	The investigator submitted a final report to the IRB within 6 months after termination or completion. 21 CFR §812.150(b)(7)

	 ☐ Yes ☐ No ☐ NA
	Informed consent. The investigator submitted to FDA and the IRB a copy of any use of a device without obtaining informed consent, within 5 working days of receipt of notice of such use. 21 CFR §812.140(a)(5); 21 CFR §812.150(b)(8)

	 ☐ Yes ☐ No ☐ NA
	Significant risk device determinations. If the IRB determined that a device was a significant risk device, the investigator submitted to FDA a report of the IRB’s determination within 5 working days after first learning of the IRB’s determination. 21 CFR §812.150(b)(9)

	 ☐ Yes ☐ No ☐ NA
	Other. The investigator, upon request by the IRB or FDA, provided accurate, complete, and current information about any aspect of the investigation. 21 CFR §812.150(b)(10)

	 ☐ Yes ☐ No
	The investigator does not:

	 ☐ Yes ☐ No
	Promote or test market the device. 21 CFR §812.7(a)

	 ☐ Yes ☐ No
	Commercialize the device by charging the subjects a price larger than that necessary to recover costs of manufacture, research, development, and handling. 21 CFR §812.7(b)

	 ☐ Yes ☐ No
	Unduly prolong an investigation. 21 CFR §812.7(c)

	 ☐ Yes ☐ No
	Represent that an investigational device is safe or effective. 21 CFR §812.7(d)



Subject Case History
	Subject Code
	


1. Subject selection
	Response
	Requirement

	 ☐ Yes ☐ No ☐ NA
	There is a completed eligibility checklist.

	 ☐ Yes ☐ No ☐ NA
	The eligibility criteria checklist includes dated signature/initials of the person who obtained the information.



2. Consent
	Response
	Requirement

	 ☐ Yes ☐ No ☐ NA
	For subjects who did not meet eligibility criteria (e.g. screen-failures), identifiable information was destroyed or authorization obtained to keep subject information.

	 ☐ Yes ☐ No ☐ NA
	All original consent forms (not photocopies) signed and dated by the subject are on file.

	 ☐ Yes ☐ No ☐ NA
	Valid IRB-approved consent forms were used.

	 ☐ Yes ☐ No ☐ NA
	All pages of the consent forms are on file.

	 ☐ Yes ☐ No ☐ NA
	All yes/no or similar options on the consent forms are completed/initialed.

	 ☐ Yes ☐ No ☐ NA
	Consent forms are free of any handwritten changes/corrections.

	 ☐ Yes ☐ No ☐ NA
	The subject signed his/her own consent forms. (Exceptions: IRB-approved surrogate or parental consent)

	 ☐ Yes ☐ No ☐ NA
	The subject received a copy of the signed and dated consent form.

	 ☐ Yes ☐ No ☐ NA
	The subject's receipt of a copy of the signed and dated consent form is documented.



3. Prompt Reporting Requirements
	Response
	Requirement

	 ☐ Yes ☐ No ☐ NA
	All prompt reporting requirements have been fulfilled.



4. Data Collection Source Documents
	 ☐ Yes ☐ No ☐ NA
	Data collection form is complete/accurate. (e.g. no blank fields/missing data)

	 ☐ Yes ☐ No ☐ NA
	Source documentation is available to support data entry.

	 ☐ Yes ☐ No ☐ NA
	The source documentation/CRF for each subject includes dated signature/initials of the person obtaining the information for each subject.

	 ☐ Yes ☐ No ☐ NA
	Changes/cross-outs, additional comments (if any) in subject files routinely initialed and dated.

	 ☐ Yes ☐ No ☐ NA
	For any changes/cross-outs being made, the original entry is still legible. (e.g. use of white-out or pencil erased entries is not acceptable)
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