Audit Medical Record Worksheet

Audit Date: 


 Data cutoff date: _________
CTEP #: _____________
Date of review: ___________

CC #: _________________
RN Auditor______________________

Patient ID: _______________
DM Auditor: _____________________

Patient Name: _________________________

Verify in medical record                          

Outstanding/Unresolved Issues
 
     Resolution 

	Registration 
	
	

	On study date consistent with Central Registration’s record
	PLEASE VERIFIY THE ELC ON-STUDY DATE IS THE SAME DATE THE PATIENT SIGNED CONSENT
	

	Consent
	
	

	All signatures correct
	MAKE SURE ALL THE SIGNATURES ARE PRESENT
	

	Dates of signatures agree---patient, witness and investigator 
	ALL DATES MATCH
	

	Version is correct---check 1st page 
	IS THERE A NEW VERSION AT THE TIME THE PATIENT SIGNED CONSENT
	

	Approval date range is correct---check last page for correct dates
	ON THE LAST PAGE THERE IS A RANGE FOR WHICH THE CONSENT CAN BE USED – IS THE DATE THAT THE PATIENT SIGNED CONSENT WITHIN THIS RANGE
	

	All boxes/blanks filled in or initialed
	ANY YES/NO QUESTIONS? ARE THEY CIRCLED
	

	Documentation of consent process
	IS THIS CORRECT IN CRIS?
	

	Eligibility 
	
	

	Performance status
	FOR THIS SECTION I USUALLY JUST PRINT
	

	All required labs obtained within specified timeframe and parameters (Each team could add protocol specific lab requirements)
	OFF A NEW ELIGIBILITY CHECKLIST AND VERIFY THAT THERE ARE NO ELIGIBILITY PROBLEMS
	

	ANC > ______
	CHECK LABS IN CRIS
	

	Platelets > _____
	
	

	Creatinine < ___ or Cr Cl > ___
	
	

	Bilirubin< _______ 
	
	

	SGOT & SGPT <  ______times ULN
	
	

	
	
	

	
	
	

	
	
	

	Prior therapy requirements/restrictions
	
	

	Time elapsed since last:

Chemotherapy _______ weeks

Radiation _______ weeks

Surgery ________  weeks

Immunotherapy _______ weeks
	WHEN WAS LAST TREATMENT
	

	Diagnosis date
	DATE OF SURGERY, BIOPSY
	

	Confirmation of diagnosis by NIH Pathology Dept
	IS THIS REQUIRED BY PROTOCOL 
	

	Pregnancy status
	
	

	Documentation of willingness to use birth control
	
	

	Measurable disease, if required
	
	

	Patient meets all eligibility criteria
	
	

	Required baseline tests (time frame)
	
	

	Blood work ( Chemistries, CBC, UA, pregnancy, HIV, others)
	PLEASE VERIFY THAT BASELINE TESTING IS DONE
PER PROTOCOL AND WITHIN THE PROTOCOL 
	

	Radiology 

CXR 

CT scan

MRI

Other __________
	SPECIFIED TIMEFRAME
	

	Tumor markers
	IS THIS REQUIRED FOR YOUR PROTOCOL
	

	Bone marrow biopsy and aspiration
	
	

	Cardiac studies
	
	

	EKG
	
	

	Tumor measurements , if measurable disease required
	
	

	
	
	

	Pre treatment
	
	

	On study H&P
	VERIFY THAT ALL THIS IS NEEDED FOR THE PROTOCOL
	

	Height and weight
	LOOK IN FLOWSHEET 
	

	BSA
	BSA MAY ONLY BE IN ORDERS FOR DAY 1
	

	Performance status
	
	

	Treatment 
	
	

	Investigational agent orders co-signed by responsible investigator
	IF THE FELLOW IS ENTERING ORDERS FOR STUDY DRUG IT MAY REQUIRE THE SIGNATURE OF PI OR AI
	

	Orders for all study drugs are present
	CHECK ORDERS
	

	Doses calculated correctly
	THIS IS DONE BY PHARMACY 
	

	Dose modifications justified, correct, and documented
	ARE ALL DOSE MODIFICATIONS DOCUMENTED IN CRIS?
	

	Nursing documentation for all study drug administration 
	LOOK IN FLOW SHEETS TO SEE IF START AND STOP TIMES ARE DOCUMENTED
	

	Treatment delays justified and documented
	
	

	Treatment given per protocol timelines
	
	

	Required clinic visits and lab/radiology tests obtained per protocol guidelines 
	DID WE FOLLOW THE PROTOCOL GUIDELINES
	

	Documentation of research blood acquisition and disposition
	IN CRIS IN THE ORDERS – PLEASE LET ME KNOW IF YOU NEED TO KNOW HOW TO FIND THIS
	

	Patient diaries available and signed and dated by patient (all pages)
	IF THERE ARE ANY PROBLEMS WITH DIARY OR BP MAKE SURE YOU DOCUMENT THIS IN CRIS
	

	All patient administered medications documented in patient diary. Dose and route specified on diary
	
	

	Documentation of return of take home study medication off treatment
	IS THIS REQUIRED BY PROTOCOL IF SO PLEASE CHECK THE COMPLIANCE LOG – THIS BINDER WILL NEED TO GO DOWN FOR THE AUDITOR TO REVIEW
	

	Adverse Events
	
	

	Are all adverse events documented in the medical record captured on CRFs and/or in the database
	PLEASE REQUEST AN ALL AE REPORT FROM YOUR DM – THIS WILL LET YOU KNOW WHAT HAS BEEN ENTERED IN THE DATABASE
	

	Grade, attribution and start and stop dates documented and correct
	VERIFY THAT THIS IS COMPLETED
	

	All SAEs were captured and reported appropriately
	REVIEW THE REPORT TO DETERMINE IF ALL SAE’S HAVE BEEN REPORTED
	

	Authorized investigator signed the adverse event source document
	THIS IS WHY WE HAVE DR. APOLO SIGN THE SAE REPORTS
	

	Concurrent medications
	
	

	All concurrent medications captured on the CRFs  and/or in the database
	CONMEDS CAN BE A CHALLENGE SO I USUALLY DO NOT PREAUDIT THESE BUT IF YOU WANT TO 
	

	Start and stop dates consistent on source document and research record
	PLEASE REQUEST A REPORT FROM THE DM AND THAT WILL MAKE IT EASIER – THE AUDITOR WILL LOOK AT THESE AND ENTER QUERIES BUT THESE ARE NOT CONSIDERED A MAJOR DISCREPANCY
	

	Tumor measurements
	
	

	Tumor measurements documented on tumor measurement form, e.g. NIH 2819, and signed by a physician, according to protocol guidelines i.e. RECIST
	THE AUDITOR PREFERS THE WORKSHEETS AS THESE ARE EASIER TO FOLLOW THAN THE DATA ENTERED IN CRIS – THE BINDERS WILL NEED TO GO DOWN FOR THE AUDITOR
	

	Baseline measurements documented
	
	

	Frequency of measurements preformed per protocol
	
	

	Response
	
	

	Response documented in medical record
	IS THIS DOCUMENTED IN CRIS CORRECTLY
	

	Date and response captured on CRF/database
	
	

	Documentation of clinical responses
	
	

	Off treatment
	
	

	Off treatment date and reason documented correctly
	ARE YOU USING THE PROTCOL SPECIFIC OFF TREATMENT REASONS – CHECK YOUR PROTOCOL 
	

	Follow up
	
	

	Follow up visits and testing per protocol guidelines
	FOLLOW THE PROTOCOL SPECIFIC TIMEFRAMES FOR FOLLOW UP CONTACT- VISITS OR CALLS
	

	Off Study
	
	

	Off Study date and reason documented
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