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                                                                                 Regulatory Binder & IRB Review 

	
Regulatory Deficiency Type
	
	
Comments
	

	
	Yes
	No
	N/A

	
	

	
	Form 1572 in Regulatory Binder
	

	
	
	  
	

	
	 Financial disclosures for staff members 
	
	
	 
	
	

	
	Initial IRB Approval Documentation 
	 
	
	
	
	

	
	Delegation log shows delegated functions which staff members can perform and start and stop dates of staff.
	
	
	
	
	

	
	Amendments Submitted and Approvals noted
	
	
	
	
	

	
	PI signature, initials on delegation log 
	
	
	
	
	

	
	Staff trained on delegated functions when such functions required training per the Sponsor or CRO
	
	
	
	  .
	

	
	Deviations reported to IRB
	
	
	
	
	

	
	Any SAEs reported 
	
	
	
	
	

	
	Staff training for original protocol
	
	
	
	
	

	CV’s of staff members listed on delegation log
	
	
	
	

	Medical licenses for physicians, APRN, PA, or licensed professionals listed on delegation log (i.e. licenses should be on file for all dates that staff was on the delegation log).
	
	
	
	

	 IRB member rosters and/or IRB guidelines
	
	
	
	 

	Emails/correspondence pertaining to study were printed; 
	
	
	
	

	CRA Monitoring letters  (unless CRO or Sponsor does not provide them for trial)
	
	
	
	

	IND reports
	
	
	
	

	CRA follow up letters signed by PI
	
	
	
	

	Study newsletters 
	
	
	
	

	Lab normal ranges 
	
	
	
	

	Subjects enrollment logs
	
	
	
	

	Source documents present
	
	
	
	

	IRB closeout report (if study is closed out)
	
	
	
	

	Temperature logs 
	
	
	
	

	PI oversight documentation
	
	
	
	


[bookmark: Circumstances_in_which_subject’s_partici][bookmark: Additional_costs_to_subject_which_may_re][bookmark: Consequences_of_subject_withdrawal_and_p][bookmark: Statement_that_new_findings_which_may_re][bookmark: Disclosure_of_approximate_number_of_part][bookmark: Statement_that_a_copy_of_the_consent_wil][bookmark: Other_(describe)]
Investigational Product & Pharmacy Records Review
Accountability of Investigational Product and Pharmacy Operations


	[bookmark: NCI_DARFs_completely_and_correctly_fille]IP Records Completely and Correctly Completed 
	YES
	NO
	N/A
	Comments

	[bookmark: Inability_to_track_receipt,_use,_and_dis]Track receipt, use, and disposition of IP 
	
	
	
	

	[bookmark: NCI_DARF_not_maintained]IP records 
	
	
	
	

	Electronic IP dispensing records  match IP # dispensed
	
	
	
	

	Subjects having received IP are recorded on accountability logs
	
	
	
	

	IP accountability logs  updated on timely basis
	
	
	
	

	IP collected per protocol requirements (i.e. at each subject visit to Site)
	
	
	
	

	IP Correctly used
	
	
	
	



	[bookmark: NCI_DARFs_were_protocol_and_drug_specifi]IP Transaction Records 
	
	
	
	

	IP shipment order or receipts retained and available for review
	
	
	
	

	 Documentation of IP transactions
	
	
	
	

	Quantities accounted for; shelf counts and inventories match
	
	
	
	

	 Faxed documentation from PMB of approval for transfer of agent
	
	
	
	

	 Satellite Site IP dispense records located
	
	
	
	

	Documentation returned IP to Sponsor
	
	
	
	

	IP is  returned when all patients are in follow-up
	
	
	
	

	Lost IP by subject is documented
	
	
	
	

	IP stored under proper conditions
	
	
	
	

	IP Cabinet or Drug room locked
	
	
	
	


[bookmark: Satellite_records_accounted_for_(non-com][bookmark: NCI_DARFs_kept_as_primary_transaction_re][bookmark: (non-compliance)][bookmark: Return_of_Drug_to_NCI_(non-compliance)][bookmark: Agent(s)_stored_by_protocol_(non-complia][bookmark: Adequate_Security_(non-compliance)][bookmark: _Patient_Case_Deficiency_Review_(Table_D][bookmark: Treatment_(majors)][bookmark: Eligibility_(majors)]



                                                                                       Case Report Form Review 

	Informed Consent
	[bookmark: Consent_form_missing][bookmark: Consent_form_not_signed_and_dated_by_pat][bookmark: Informed_Consent_(majors)_]YES
	NO
	N/A
	Comments

	Informed Consent form signed and dated by patient or legally authorized patient representative 
	
	
	
	

	Informed consent signed and dated  by Investigator or delegated staff member
	
	
	
	

	Time of Consent documentation
	
	
	
	

	  ICF process progress note present
	
	
	
	

	Consent form signed before patient started on treatment
	
	
	
	

	PCP notification box or choice of notification  answered
	
	
	
	

	Re-consent obtained as required
	
	
	
	

	Review of documentation available at the time of audit confirms patient did met all eligibility criteria as specified in the protocol
	
	
	
	

	Documentation  confirms eligibility
	
	
	
	

	Other (describe)
	
	
	
	

	Adverse Events Reported and completed correctly
	
	
	
	

	SAE Reported to Sponsor/ medical monitor advised
	
	
	
	

	SAE Reported to BRANY and all documents submitted in a timely fashion
	
	
	
	

	SAE Reported to PI and all documents reviewed
	
	
	
	

	
	
	
	
	


[bookmark: General_Data_Management_Quality_(majors)]















[bookmark: Adverse_Event_(majors)]                   Case Report Form Review 

	Lab Work or Diagnostic Test Deficiencies
	YES
	NO
	N/A
	Comments

	 Labs were reviewed, signed and dated by PI/Sub-I in a timely manner (preferably within 48-72 business hours)
	
	
	
	[bookmark: _GoBack]

	Labs were signed/dated by PI/Sub-I prior to subject randomization
	
	
	
	

	Abnormal values were  documented as being “CS or NCS” by PI/Sub-I
	
	
	
	

	CS lab values recorded as either AE’s or a baseline condition (see protocol)
	
	
	
	

	Documentation found that abnormal lab results were sent to subject’s PCP 
(if authorized by subject)
	
	
	
	

	ECG’s signed/dated by the PI or Sub-I, in a timely manner, and in real time if warranted by protocol.
	
	
	
	

	ECG showed new abnormal findings, but copy of ECG was sent to subject’s PCP (if authorized by subject to do so)
	
	
	
	

	Spirometry records signed/dated by the PI or Sub-I, or signed in a timely manner, and in real time if warranted by the Protocol.
	
	
	
	

	X-Rays, CT Scans, or other diagnostic test results required to be conducted by the protocol found in CRF binder.
	
	
	
	

	X-Rays, CT Scans, or other diagnostic test results signed/dated by PI or Sub-I, in a timely manner.
	
	
	
	

	Other: 
	
	
	
	

	
	
	
	
	




