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TRAINING COURSE DELIVERED AT YOUR SITE: 

THE VALIDATION OF ANALYTICAL 

METHODS FOR PHARMACEUTICAL 

ANALYSIS 
  

This 2-day analytical method validation training course is aimed at analysts involved in the validation 

of methods used for the analysis of pharmaceuticals. The training course is delivered at your 

company’s site by the MTS trainer. A pre-training visit may be arranged during which the MTS trainer 

will discuss the content of the training course with you to ensure that the method validation training 

is fully tailored to your needs. Every attendee on a MTS course is asked to fill in a brief survey on 

their previous experience and training expectations to ensure that the training is optimised for their 

learning needs. 

The standard cost for this training course, charged per person, is £600 + VAT, but significant 

discounts may be applied depending on the number of learners in the group being trained. 

SYNOPSIS: 

The pharmaceutical industry is very heavily regulated due to the nature of its products. This method 

validation training course provides a thorough treatment of analytical method validation following 

current regulatory guidelines. The validation process of planning a study, executing the study, and 

interpretation and reporting of the results is described fully. The theory regarding the purpose of 

validation and the practical aspect of performing a study are combined in this course.  

The definitive reference for this topic is the guideline produced by the International Conference on 

Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH), 

Q2(R1) ‘Validation of Analytical Procedures: Text and Methodology’. Sections of the guideline have 

been reproduced in the training materials associated with this course with the kind permission of 

the ICH Secretariat. All ICH guidelines are available via the website, www.ich.org. 
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The learning objectives and full agenda for this training course are provided below. 

 

LEARNING OBJECTIVES: 

After taking this course the learner will be able to:   

1. Understand the purpose of analytical method validation. 

2. Define the parameters used for method validation. 

3. Plan a validation protocol. 

4. Perform the required analysis in the most efficient manner. 

5. Interpret the results of validation. 

6. Generate a suitable report on completion. 
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AGENDA 

DAY 1 

9:15  A M SES S IO N 1  –  IN WH ICH WE COV ER :  

INTR OD U C TI ON TO TR A I NIN G  

WHA T I S  VA LID A T ION?  

i. Introduction to the purpose of validation 

ii. Guidelines for method validation, e.g. ICH, FDA, and the types of methods that they apply to 

iii. Analytical method validation characteristics – definition 

10:45  T O  11:00  A M  –  B R E A K  

11:00  AM SE S SI ON 2  –  IN WH IC H W E COV ER :  

STA T I ST I CS FOR  M ET H O D  VA L ID A TI ON  

i. The mean, the standard deviation and confidence intervals 

ii. Student’s t-distribution 

iii. Statistical significance and comparative studies in method validation (Student’s t-test) 

iv. Dixon’s Q-test for outliers in method validation 

12:30  A M  T O  1:15  P M  -  L U N C H  B R E A K  

1:15  P M SE SS IO N 3  –  IN WH ICH WE COV ER :  

VA LID A TI ON CHA R A C TE R IS T IC S  

i. Specificity 

ii. Linearity 

2:45  P M  T O  3:00  P M  –  B R E A K  

3:00  P M SE SS IO N 4  –  IN WH ICH WE COV ER :  

VA LID A TI ON CHA R A C TE R IS T IC S  

i. Range 

ii. Accuracy 

iii. Precision 

4:30  P M  -  C L O S E  
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DAY 2 

9:15  A M SES S IO N 5  –  IN WH ICH WE COV ER :  

VA LID A TI ON CHA R A C TE R IS T IC S  

i. Precision continued 

ii. Detection limit and quantitation limit 

iii. Robustness 

10:45  T O  11:00  A M  -  B R E A K  

11:00  AM SE S SI ON 6  –  IN WH IC H W E COV ER :  

VA LID A TI ON P R O TO CO L  

i. Choosing validation characteristics 

ii. Designing experimental procedures for validation studies 

iii. Setting appropriate acceptance criteria 

iv. Designing a validation protocol 

12:30  A M  T O  1:15  P M  -  L U N C H  B R E A K  

1:15  P M SE SS IO N 7  –  IN WH ICH WE COV ER :  

VA LID A TI ON R EP OR T  

i. Contents of the validation report 

ii. Reporting the results for each validation characteristic 

2:45  P M  T O  3:00  P M  -  B R E A K  

3:00  P M SE SS IO N 8  –  IN WH ICH WE COV ER :  

WHA T HA VE Y OU  LE A R N ED? 

i. Review of learning 

ii. Assessment 

iii. Generation of a Training Action Plan for implementation of learning in the workplace 

iv. Evaluation of training. 

 4 :30  P M  -  C L O S E  

 

 

FOR M O RE I N FORM A TIO N A ND DET A ILS  OF  OT HER  C OUR SES ,  PLE ASE  CO NT ACT  US .    


