
 

 

Verification of Pharmacopoeial Methods  

This chapter provides general information on the verification of Pharmacopoeial Methods that are being performed 

for the first time in a laboratory. This chapter does not apply to already established laboratory methods. Method 

verification is performed for Pharmacopoeial methods to demonstrate their suitability under actual conditions of use 

for a specific drug substance and drug product. As the Pharmacopoeial analytical methods are validated methods, 

users are not required to validate these methods when first used in their laboratories, but verification of methods 

shall be performed to establish the objective evidence of suitability of the methods under actual conditions of use for 

their intended purpose. Verification consists of assessing selected analytical performance characteristics to generate 

appropriate data rather than repeating the validation process. If  the verification of the Pharmacopoeial method is not 

successful, it may be concluded that the method may not be suitable for use with the article being tested in that 

laboratory and an alternate method, as allowed in the General Notices, may be developed and validated.  

 

Verification Requirements  

Methods published by IP have already been subject to validation and found to be fit for purpose and therefore, the 

rigor of testing required to introduce such a method into a facility is less than that required to validate an in-house 

method or non-Pharmacopoeial method. Verification requirements shall be determined based on an assessment of 

the complexity of the analytical method as well as the material to which the method is applied. Only those 

characteristics that are considered to be appropriate for the verification of the particular method need to be 

evaluated. Verification under conditions of use is demonstrated by meeting system suitability specifications 

established for the method, as well as a demonstration of accuracy and precision or other parameters depending on 

the type of method. Verification shall assess whether the Pharmacopoeial procedure is suitable for the drug 

substance and/or the drug product matrix and shall include an assessment of elements such as ; the effect of the 

matrix on the recovery of drug substances and impurities from the drug product matrix, the suitability of 

chromatographic conditions and column, the appropriateness of detector signal response, etc.  

 

Pharmacopoeial method shall be demonstrated as specific with respect to the substance is under consideration (no 

placebo interference). For instance, acceptable specificity for a chromatographic method may be verified by 

conformance with system suitability resolution requirements (if specified in the procedure). However, drug 

substances from different suppliers may have different impurity profiles that are not addressed by the 

Pharmacopoeial test procedure. Similarly, the excipients in a drug product can vary widely among manufacturers 

and may have the potential to directly interfere with the procedure or cause the formation of impurities that are not 

addressed by the Pharmacopoeial procedure. In addition, drug products containing different excipients, antioxidants, 

buffers, or container extractives may affect the recovery of the drug substance from the matrix. Other analytical 

performance characteristics such as an assessment of the limit of detection or quantitation and precision for 

impurities procedures may be useful to demonstrate the suitability of the Pharmacopoeial procedure under actual 

conditions of use.  

 



 

 

Where a facility uses a commercial test kit in which the methodology and reagents are unchanged from the 

manufacturer’s instructions, the kit does not need to be independently revalidated in the testing facility.  

Verification is not required for basic Pharmacopoeial test procedures that are routinely performed unless there is an 

indication that the Pharmacopoeial procedure is not appropriate for the article under test which includes, but are not 

limited to ; loss on drying, residue on ignition, various wet chemical procedures such as acid value, and pH 

measurements.  

Minor modifications to previously validated in-house methods shall also be verified to demonstrate that there are no 

changes to the expected outcome such as but not limited to; using the same type of chromatographic column from a 

different manufacturer, use of a different non-selective growth medium, differences in details of sample dilutions as 

a consequence of expected counts and a slight change in a non-critical incubation temperature. 

 

If the method is revised by the issuing body, verification shall be repeated to the extent necessary. The facility shall 

verify that it can properly perform methods before introducing them by ensuring that it can achieve the required 

performance. For trace analyses the facility should also confirm that the achievable limit of detection (LOD) and 

limit of quantitation (LOQ) are fit for purpose.  

 

In case there are changes in the process for synthesis of drug substance or changes in the composition of finish 

product , revalidation of a Pharmacopoeial Method shall be performed to demonstrate its suitability under actual 

conditions of use for a specific drug substance and drug product. 

Some of the analytical performance characteristics listed in below  Table-1 may be  evaluated, during verification of 

Pharmacopoeial methods for drug substance/product. 

                                                                               Table-1  

Performance 
Characteristics 

    Type of Analytical Procedures 
            (Dosage Form) 

      Type of Analytical Procedures 
                        (API) 

Assay/Dissolution 
(Content/potency)  

 Related Substances     Assay 
(potency)  

 Related Substances 

System Suitability Yes Yes Yes            Yes 

Specificity (Spiking) Yes Yes         May be           May be 

Precision Yes Yes         Yes           Yes 

Accuracy Yes Yes         Yes           Yes 

Linearity No No No            No 

Range No No No           No 

Limit of Detection  No No No           No 

Limit of Quantitation  No May be No          Yes 

 


