



CCR PROBLEM REPORT FORM
	NCI Protocol #: 
	Protocol Title: 


	
	Report version: (select one)
____Initial Report 
____Revised Report
____Follow-up 

	Site Principal Investigator:

	 

	Date of problem:    
	Location of problem: (e.g.,  patient’s home, doctor’s office )



	Who identified the problem? (provide role (not name of person): nurse, investigator, monitor, etc…)


	Brief Description of Subject (if applicable) 
(Do NOT include personal identifiers) 
	Sex:  ___ Male  ___ Female	Age:  
 ___ Not applicable (more than subject is involved)


	Diagnosis under study:  

	Name the problem: (select all that apply)  
[  ] Adverse drug reaction  
[  ] Abnormal lab value  
[  ] Death  
[  ] Cardiac Arrest/ code 
[  ] Anaphylaxis 
[  ] Sepsis/Infection  
[  ] Blood product reaction
[  ] Unanticipated surgery/procedure  
[  ] Change in status (e.g. increased level of care required)   
[  ] Allergy (non-medication) 
[  ] Fall 
[  ] Injury/Accident (not fall) 
[  ] Specimen collection issue  
[  ] Informed consent issue  
[  ] Ineligible for enrollment  
[  ] Breach of PII 
[  ] Tests/procedures not performed on schedule 
[  ]  Other, brief  1-2 word description: _________________________

Detailed Description of the problem: (Include any relevant treatment, outcomes or pertinent history):



	*Is this problem unexpected? (see the definition of unexpected in the protocol))  __YES __NO  Please explain:


	 *Is this problem related or possibly related to participation in the research?  __YES __NO  Please explain:


	*Does the problem suggest the research places subjects or others at a greater risk of harm than was previously known or recognized?    __YES __NO      Please explain:



	Is this problem? (select all that apply)
[  ] An Unanticipated Problem* that is:       [  ] Serious        [  ] Not Serious 
[  ] A Protocol Deviation that is:                [  ] Serious        [  ] Not Serious
[  ] Non-compliance
*Note if the 3 criteria starred above are answered, “YES”, then this event is also a UP.

	Is the problem also (select one)  [  ] AE  [  ] Non-AE

	Have similar problems occurred on this protocol at your site? __YES __NO      
If “Yes”, how many? ____      Please describe:

	Describe what steps you have already taken as a result of this problem:



	In addition to the NCI IRB, this problem is also being reported to: (select all that apply)
[  ] Local IRB
[  ] Study Sponsor
[  ] Manufacturer : ____________________ 
[  ] Institutional Biosafety Committee 
[  ] Data Safety Monitoring Board
[  ] Other: ____________________________________ 
[  ] None of the above, not applicable

	INVESTIGATOR’S SIGNATURE: 

	DATE:  



