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DAILY MONITORING CHECKLIST

Study Sponsor: 













Contractor Name and Location: 











Protocol or Study #: 












Product Name and Strength: 











Lot Number: 




 Contractor Job #: 






Room Used: 




 Line Used: 







Description of Operation: 







































Check and verify that:

	

	1.
The room is secure with limited access.

	

	2.    Line personnel have been trained, and training is documented.

	

	3.
Clean waste receptacles are in room.

	

	4.
There is no bulk or packaged drug product from previous run.

	

	5.
There is no labeling (i.e.: labels, inserts, etc.) from previous run.

	

	6.
The packaging room and/or line is identified.

	

	7.
Correct bulk material is on line, released and within the expiration (or re-test) date.

	

	8.
Bulk finished dosage to be packaged, as well as bulk powders to be encapsulated or pouched, are checked for color, odor, and appearance against a description provided in the packaging instructions.  If such a description has not been provided, contractor management should obtain such information and provide it to the monitor for confirmation.

	

	 9.
Proper safety precautions are taken by contractor personnel.

	

	10.
Label text contains the appropriate information.

	

	11.
The correct packaging components are identified as to description, status, and lot number.

	

	12.
The correct printed components and labels are present on line.

	

	13.
The equipment is checked for cleaning and maintenance tags, and is functioning properly.



Settings: 













  











	

	14.    The room temperature and humidity are acceptable:



Room Temperature: 




Humidity: 




Chart Recorder model/serial #:









             Calibration Due Date: 










	

	15.    Periodic line inspections are recorded.

	

	16.    Packaging procedures are monitored by contractor QC.

	

	17.
All rejected items are destroyed (or marked for destruction), and accounted for.


COMMENTS:



Sponsor Representative






Date

