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Pharmacy Worksheet

(Table B)
Pharmacy Worksheet

(Table B)

Pharmacy Section Review 
	Protocol Number
	

	Number of NCI DARFs compared to shelf inventory
	

	Number of patients cross checked with NCI
	


	
	Compliant
	Non-Compliant  
	Not Reviewed
	Overall Comments

	NCI DARFs Completely and Correctly Filled Out
	[   ]
	[   ]
	[   ]
	

	DARFs Protocol and Drug Specific
	[   ]
	[   ]
	[   ]
	

	Satellite Records
	[   ]
	[   ]
	[   ]
	

	NCI DARFs Kept as Primary Transaction Record
	[   ]
	[   ]
	[   ]
	

	Return of Drug to NCI
	[   ]
	[   ]
	[   ]
	

	Agent Storage
	[   ]
	[   ]
	[   ]
	

	Adequate Security
	[   ]
	[   ]
	[   ]
	

	Authorized Prescription(s)
	[   ]
	[   ]
	[   ]
	


	Noncompliance for NCI DARFs Completely and Correctly Filled Out
	Yes
	No

	Inability to track receipt, use and disposition of DCTD/DCP supplied investigational agents
	[  ]
	[  ]

	NCI DARF not maintained
	[  ]
	[  ]

	Inability to track the agent because of omissions
	[  ]
	[  ]

	Paper and/or electronic DARFs do not contain all information or are not completed as required on NCI DARF; paper printout is not identical to the NCI DARF 
[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]

	Incorrect agent, dose, or dates dispensed, incorrectly prepared drug, and/or incorrectly documented 

[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]

	Registered patients who have received IND agents are not recorded on DARF
	[  ]
	[  ]

	Systematic incorrect entries on the DARF
	[  ]
	[  ]

	NCI DARF not kept on timely basis
	[  ]
	[  ]

	There are erasures or "whiteouts"
	[  ]
	[  ]

	Corrections are not lined out, initialed and dated 
[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]

	Agent has been transferred to an investigator who is not registered with PMB, DCTD, NCI
	[  ]
	[  ]

	CTEP supplied investigational agents are repackaged and/or reshipped to other investigators, patients, or locations by mail or express carrier

[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]


	Noncompliance for DARFs Protocol and Drug Specific
	Yes
	No

	Patients identified on DARF are not registered patients
	[  ]
	[  ]

	Substitution with any non-DCTD supplied agents, including commercial agents
	[  ]
	[  ]

	Agents supplied for clinical trials used for pre-clinical or laboratory studies without written approval of PMB
	[  ]
	[  ]

	Lack of source documentation to verify agent supplies distributed to investigators or administered to patients
	[  ]
	[  ]

	Each agent not accounted for separately by protocol
	[  ]
	[  ]

	One DARF used for more than one protocol
	[  ]
	[  ]

	One DARF for a multi-agent protocol
	[  ]
	[  ]

	One DARF used for multiple strengths or dosage forms of an agent
	[  ]
	[  ]

	DARF incorrectly used (single DARF used for multiple patients for double blinded study; multiple dose vials recorded for one patient instead of multiple patients, or multiple doses recorded on a single line of the DARF)
	[  ]
	[  ]


	Noncompliance for Satellite Records
	Yes
	No

	No satellite DARFs in use when required or not available for review
[Adding non-compliance description to the CTMB-AIS database - is pending]
	[  ]
	[  ]

	Satellite and control records are not accurately maintained
	[  ]
	[  ]

	Satellite and control records do not agree 
	[  ]
	[  ]


	Noncompliance for NCI DARFs kept as Primary Transaction Record
	Yes
	No

	Agent order receipts (Shipment Record of Clinical Drug Request (NIH 986-1) not retained or not available for review
	[  ]
	[  ]

	Lack of documentation of other agent transactions
	[  ]
	[  ]

	Agents have been borrowed
	[  ]
	[  ]

	Transfer Investigational Drug Form (NIH 2564) not used when transferring agent
	[  ]
	[  ]

	Quantities not accounted for; shelf counts and inventories do not match
	[  ]
	[  ]

	No written documentation from PMB of approval for transfer of agent

[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]


	Noncompliance for Return of Drug to NCI
	Yes
	No

	DCTD/DCP agent not returned to NCI; not transferred to an appropriate NCI protocol; or agent not destroyed per site’s local destruction policy 
[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]

	Failure to maintain Return Form 
[Adding non-compliance description to the CTMB-AIS database - is pending]
	[  ]
	[  ]

	DCTD/DCP agents are not returned for patients in follow-up when no DCTD/DCP agent is being administered
[Update to CTMB-AIS database to match non-compliance deficiency description - is pending]
	[  ]
	[  ]

	Patient return of IND supplied agents are recorded on the DARF for non-double blinded studies
	[  ]
	[  ]


	Noncompliance for Agent Storage by Protocol
	Yes
	No

	IND not stored separately by protocol
	[  ]
	[  ]

	Agents used for more than one protocol combined in storage
	[  ]
	[  ]

	Agents not stored under proper conditions
	[  ]
	[  ]


	Noncompliance for Adequate Security Requirements
	Yes
	No

	Agent stored in insecure dispensing area
	[  ]
	[  ]

	Unauthorized people having access to a secure area without supervision
	[  ]
	[  ]


	Noncompliance for Unauthorized Prescription(s) 
	Yes
	No
	N/A

	Agent prescribed by a person not registered by PMB as an investigator, or order was not co-signed by registered investigator 
[Adding non-compliance description to the CTMB-AIS database - is pending]
	[  ]
	[  ]
	[  ]

	Pharmacy does not have procedures in place to ensure person prescribing the agent is registered with PMB or prescription was not cosigned by registered investigator

[Adding non-compliance description to the CTMB-AIS database - is pending]
	[  ]
	[  ]
	[  ]
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