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Investigator:







Protocol Number:
      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist
Investigator’s Brochure:
	Investigator’s Brochure (IB)
	Date of IB 

Edition#
	Filed in Inv.

Binder
	File Separately
	Discarded
	Forwarded to IRB

	Version current at time of study initiation
	Not Applicable.
	
	
	
	

	Update #1
	
	
	
	
	

	Update #2
	
	
	
	
	

	Update #3
	
	
	
	
	

	Update #4
	
	
	
	
	

	Update #5
	
	
	
	
	


Site Visit Log:
	Date
	Representative
	Purpose
	Checklist Updated

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No

	
	
	
	Yes
	No


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

Protocol:
	Protocol
	Protocol Date
	Signed by Inv.
	Required ICF

Revision
	Filed in Inv.

Binder
	Filed

Separately

	Version current at time study initiation
	
	
	
	
	

	Original Protocol
	
	
	
	
	

	Amendment #1
	
	
	
	
	

	Amendment #2
	
	
	
	
	

	Amendment #3
	
	
	
	
	

	Amendment #4
	
	
	
	
	

	Amendment #5
	
	
	
	
	

	Amendment #6
	
	
	
	
	

	Amendment #7
	
	
	
	
	

	Amendment #8
	
	
	
	
	

	Amendment #9
	
	
	
	
	

	Amendment #10
	
	
	
	
	


FDA 1572 Form:
	Statement of

Investigator Form

1572
	Date Signed by

Investigator
	All Sections

Complete
	Change
	IRB

Notified
	Filed in

Investigator

Binder



	Original 1572 Form
	
	
	
	
	

	Revision #1
	
	
	
	
	

	Revision #2
	
	
	
	
	

	Revision #3
	
	
	
	
	

	Revision #4
	
	
	
	
	

	Revision #5
	
	
	
	
	

	Revision #6
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist
Curricula Vitae:
	Curriculum Vitae
	Title
	Date of CV
	Updated

Within 2 years of Study Initiation in US (6 months in Europe)
	Medical License

(exp.)
	Liability

Insurance

(exp.)
	Filed in

Inv.

Binder

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*P=Principal Investigator
S=SubInvestigator
O=Other


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist
Institutional Review Board (IRB):
	Name & Location of IRB(s) Ethical Committee(s)
	N/A

	A.  Primary:
	

	B.  Secondary:
	

	C.  Other:
	


Primary IRB Data:
	Review Type
	Date of IRB

Approval
	Progress Report

Submitted to

IRB/EC
	Progress

Report Filed in

Inv. Binder
	Approval Signed by IRB Chairman
	Approval Filed in Inv. Binder

	
	
	
	
	
	
	
	

	Site Initiation
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


IRB Membership (list filed in the Investigator’s Binder):
	Membership
	Primary IRB
	Secondary IRB
	Other IRB

	
	
	Not applicable
	Not applicable

	
	
	
	

	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist
Informed Consent Form (ICF):
Requires Foreign translation


YES

NO

INFORMED CONSENT IRB APPROVAL

	ICF
	Date Approved

By IRB/EC
	Contains Data Field for Signature/Date/Time
	Filed in Inv. Binder

	
	
	Patient
	Investigator
	Witness
	

	Study Initiation
	ICF #1
	ICF #2
	ICF #1
	ICF #2
	ICF #1
	ICF #2
	ICF #1
	ICF #2
	ICF #1
	ICF #2

	Revision #1
	
	
	
	
	
	
	
	
	
	

	Revision #2
	
	
	
	
	
	
	
	
	
	

	Revision #3
	
	
	
	
	
	
	
	
	
	

	Revision #4
	
	
	
	
	
	
	
	
	
	

	Revision #5
	
	
	
	
	
	
	
	
	
	

	Revision #6
	
	
	
	
	
	
	
	
	
	


CLINICAL LABORATORY FACILITY DATA:
1. Central Clinical Lab

Name:

Location:

Name of Lab Director (include on CV page)
	Certification/

Accreditation 
	Valid (From-To)
	Filed in Inv. Binder
	Normal

Ranges
	Valid (From-To)
	Filed in
Inv.

Binder

	State
	
	
	
	
	

	CAP:
	
	
	
	
	

	CLIA:
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist
II. Local Clinical Lab

Name:

Location:

Name of Lab Director (include on CV page)
	Certification/

Accreditation 
	Valid (From-To)
	Filed in Inv. Binder
	Normal

Ranges
	Valid (From-To)
	Filed in

Inv.

Binder

	State
	
	
	
	
	

	CAP:
	
	
	
	
	

	CLIA:
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

SERIOUS ADVERSE EVENTS (SAEs):
	Patient ID 
	Event
	Onset Date
	Date of
Inv.

Notified
	Date Sponsor

Notified
	Date of IRB/IEC Notified
	IRB Review

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

RECORD FOR TEST ARTICLE RECEIVED & RETURNED:

	Shipment Date
	Quantity Received
	Quantity Returned
	Site Inventory

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

OTHER MISCELLANEOUS ITEMS/STUDY LOGS:
	Items
	Filed in Investigator’s Binder
	Not Required by Sponsor

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

IRB Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in
Investigator’s
Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

IRB Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in

Investigator’s

Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

General Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in

Investigator’s

Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

General Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in

Investigator’s

Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

General Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in

Investigator’s

Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

General Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in

Investigator’s

Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

General Correspondence:
	Date
	Letter/

Phone/

Fax
	To
	From
	Subject
	Filed in

Investigator’s

Binder

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Comments:
Investigator:







Protocol Number:

      Site No.:                                                                                             Date Initialed:

     Location:                                                                                               Date Closed:

      Monitor:

Investigator Regulatory Binder Checklist

Study:

Site Initiation Visit Log

Investigator: ___________________________________

	                   Name                                           Title                                             Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Study Site Personnel Signatures and Responsibilities Form

	Sponsor:

	Abbreviated Study Title:

	Primary Investigator’s Name:


	Name:______________________________                        Title:  ______________________________

(   Primary Investigator                                         (   Secondary Investigator

(   Study Nurse                                                        (   Other (Specify)

	· Overall responsibility for organizing and conducting the study

· Directly involved in the evaluation and treatment of research subjects

· Supervise the medical staff participating in the study

· Responsible for IRB/ERC contacts (approvals, information and updates)

· Ensure proper retention of study documentation
· Conduct the informed consent discussion with the patient and obtain informed consent

· Sign informed consent forms

· Responsible for performing timely medical reviews of all clinical and laboratory data to ensure proper adverse experience reporting and assess the causality of all adverse experiences

· Recruit patients

· Perform physical examinations

· Receive study drugs from sponsor/pharmacy

· Dispense study drug to patients

· Return study drug to sponsor/pharmacy

· Complete patient’s calendar

· Fill and correct CRF’s 

· Verify and sign case report forms

· Perform ECG tracing

· Analyze ECG tracing

· Read X-ray films

· Obtain body weight and height

· Perform blood drawing 

· Perform vital signs

· Perform lab tests

· Validate lab results

· Other (Specify):_______________________________________________________

· Other (Specify):_______________________________________________________

Signature and Initials:    ______________________         ________________________         _______________________

                                           Site Personnel Signature          Site Personnel Initials                    Date

                                                                                               ________________________         _______________________

                                                                                               Primary Investigator Initials        Date



	*A separate form should be completed by the primary and sub-investigator(s), study coordinator(s) and all other clinic staff who routinely see study subjects or who have specific data collection/interpretation responsibilities.  A form should also be completed for any contracted specialists performing protocol specific examinations.
PLEASE MAINTAIN THIS LIST WITH YOUR REGULATORY FILES


Protocol:

Informed Consent Log

Investigator Name:  ________________________________

Procedure:  Log of all patients who have signed Informed Consent

	Patient Initials
	                     Informed Consent Signed


	Verified By

	
	ICF Version
	Patient Signature Date 
	IFC Date of Administration
	Date
	CRA (Initials)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Telephone Log
Study:

Investigator:  _____________________

	DATE
	Person 

Contacted


	Initiated by
	Summary of Discussion

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Investigator Regulatory Document Transmittal Sheet Study:

Investigator Name:  _____________________________

Date:  ________________________

Investigator No.:  _______________________________   Submitted by:  ________________________

	DOCUMENT
	√ if

included
	Document Description/Date

	FDA 1572 Form
	
	

	Protocol Signature Page
	
	

	Investigator Brochure Signature Page
	
	

	CVs
	
	

	Medical License
	
	

	Lab Certification
	
	

	Lab Normal Range
	
	

	IRB Membership List
	
	

	IRB Approval/Correspondence
	
	

	Informed Consent Form
	
	

	Other Correspondence (itemize)
	
	

	Signed Financial Disclosure
	
	

	Site Visit Report Follow-up Letter
	
	

	Study Logs:
	
	

	Site Initiation Log
	
	

	Site Visit/Monitoring Log
	
	

	Signature/Responsibility Form
	
	

	Patient Screening Log
	
	

	Patient Enrollment Log
	
	

	Informed Consent Log
	
	

	Drug Dispensing
	
	

	Drug Shipment Form
	
	

	Drug Accountability/Return Forms
	
	

	Other (please itemize)
	
	

	
	
	

	
	
	

	
	
	

	
	
	


