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7622 (1208) / General Information USP 41

TRAINING AND SAFETY

As with sterility testing conducted in conventional clean rooms, operators are trained in procedures that are specific to their
isolator. Use of proper aseptic techniques is vital to the conduct of sterility tests in isolators, just as it is in clean rooms. There-
fore, training in proper aseptic techniques is required for all sterility testing technicians. All training sessions and the evaluation
of the operator's performance are documented in the individual's training record. Training of all personnel in the appropriate
safety procedures necessary for the operation and maintenance of the isolation system is imperative.

Personnel safety in the use of a decontaminating agent must be assessed. Material Safety Data Sheets, or equivalent docu-
ments, are available in the immediate area where the decontaminating agent is being used. All storage and safety precautions
are followed. An operational readiness inspection of the safety of the isolator and all associated equipment is performed and
documented prior to placing the unit in service.

Add the following:
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1. INTRODUCTION

This chapter describes utilization of statistical approaches in procedure validation as described in Validation of Compendial
Procedures {1225}. For the purposes of this chapter, “procedure validation” refers to the analytical procedure qualification
stage of the method life cycle, following design and development and prior to testing.
Chapter (1225) explains that capabilities of an analytical procedure must be validated based on the intended use of the ana-

lytical procedure. Chapter (1225) also describes common types of uses and suggests procedure categories (I, Il, Ill, or [V) based
on the collection of performance parameters appropriate for these uses. Performance parameters that may need to be estab-
lished during validation include accuracy, precision, specificity, detection limit [limit of detection, (LOD)], quantitation limit,
linearity, and range. In some situations (e.g., biological assay), relative accuracy takes the place of accuracy. This chapter focu-
ses on how to establish analytical performance characteristics of accuracy, precision, and LOD. For quantitative analytical pro-
cedures, accuracy can only be assessed if a true or accepted reference value is available. In some cases, it will be necessary to
assess relative accuracy. In many analytical procedures, precision can be assessed even if accuracy cannot be assessed. The sec-
tion addressing LOD can be applied to limit tests in Category II.
The other analytical performance characteristics noted in <1225), which include specificity, robustness, and linearity, are out

of scope for this chapter.
Because validation must provide evidence of a procedure's fitness for use, the statistical hypothesis testing paradigm is com-

monly used to conduct validation consistent with (1225). Although some statistical interval examples are provided in 3. Accu-
racy and Precision, these methods are not intended to represent the only approach for data analysis, nor to imply that alterna-
tive methods are inadequate.

Table 1 provides terminology used to describe an analytical procedure in this chapter. The definitions for individual determi-
nation and reportable value are in alignment with General Notices, 7.70 Interpretation of Requirements.

Table 1, Analytical Procedure Validation Terminology
 

 

 

 

Terminology Description

Laboratory sample The material received by the laboratory

Material created by any physical manipulation of the laboratory sample, such as crushing
Analytical sample or grinding

Test portion The quantity (aliquot) of material taken from the analytical sample for testing
 

The solution resulting from chemical manipulation of the test portion such as chemical
Test solution derivatization of the analyte in the test portion or dissolution of the test portion   
 




