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Notice: USP Prednisone Tablet Lot R001B0 invalid as of July 6, 2015; 
continuation lot R001B1 available July 14, 2015 
 
If your laboratory performs the USP Performance Verification Test (PVT) with Prednisone, this 
notification by the USP could have had profound consequences. On July 10th, 2015 the USP began 
notifying companies that the “Lot R001B0 is no longer suitable for its intended USP Compendial 
use. It has been assigned a new valid [expiration] date of July 6, 2015.” Subsequently, a 
continuation lot (R001B1) has been announced as available for shipping beginning July 14th, 2015 
along with a change in specifications – specifically adjustments to the acceptable Geometric Mean 
(GM).  In short, calibrations performed with lot R001B0 are invalid after July 6th. 
 
Adoption of enhanced Mechanical Qualification (eMQ) has been endorsed by the US Food and Drug 
Administration (FDA). Many laboratories have made the transition to eMQ in order to fulfill their 
GMP requirements. These labs were not impacted by these USP announcements. Unfortunately, 
given the retrospective timing of this announcement with no immediate alternative process or 
allowable deviation,  laboratories following their written calibration procedures requiring the USP 
PVT were given no time to put a conditional qualification plan in place. The latest notification from 
the USP provides modified specifications for a “new” lot. Please note, according to USP it is not 
acceptable to apply the new specifications to existing lot R001B0. Laboratories utilizing the USP 
PVT will need to acquire new tablets from USP and repeat any qualifications performed since July 
6th.   
 
Due to the steps required it is difficult to quickly implement the principles of eMQ and qualifying the 
apparatus as they become due. This is because there are considerably more steps needed to 
comply with the eMQ than just taking additional physical measurements with tighter tolerances 
(view eMQ Implementation White Paper).  eMQ is a system of checks and controls that is designed 
to maintain the apparatus in top performance at all times.  Given the recent issues with the current 
lot of Prednisone and to prevent future challenges or delays, now may be the appropriate time to 
evaluate eMQ as an alternative qualification technique.   
 
In terms of regulatory compliance this is generally called a corrective action and eMQ may be the 
only way to avoid potential issues with the PVT process in terms of sudden unavailability of tablets 
or issues with the PVT limits and tolerances that may not be achievable even when the apparatus is 
fully eMQ compliant.  Agilent has a complete suite of qualification equipment along with software, 
education and services to carry out periodic qualification of dissolution apparatus. The innovative 
280-DS Mechanical Qualification System (MQS) has been designed to provide accurate 
measurements with calibrated devices at the precise locations, all from easy to use software.  
 
Visit Agilent’s Online Dissolution Source Book for 280-DS MQS information as well as useful links 
to MQ Implementation guidance and worldwide regulatory positions. 

http://www.usp.org/sites/default/files/usp_pdf/EN/referenceStandards/1559505-r001b1.pdf
http://www.fda.gov/downloads/Drugs/.../Guidances/UCM198649.pdf
http://www.chem.agilent.com/Library/whitepaper/Public/5990-9866EN.pdf
http://www.nxtbook.com/nxtbooks/agilent/dissolution_sourcebook/#/25
http://www.chem.agilent.com/Library/periodicals/Public/PS_12_2_5991-2822EN_Lo_Res.pdf

