
Recent regulatory guidance has encouraged a lifecycle approach to pharmaceutical 
product development.  One of the advantages of such an approach, including a Quality 
by Design (QbD) framework for development, is the promise of easier post-approval 
changes.  For example, the draft ICH Q12 guideline (Technical and Regulatory         
Considerations for Pharmaceutical Product Lifecycle Management) introduces the     
concept of established conditions, within which changes are allowed, and post-approval 
change management.  The key to the successful implementation of a lifecycle approach 
to analytical methods is an effective risk management strategy, based upon sound  
scientific principles and knowledge of the method’s performance in routine use.  
A Design of Experiments (DOE) approach to evaluating method robustness is           
recommended. The potential advantage of a QbD and lifecycle management approach  
is robust methods that produce consistent, reliable data throughout their lifecycle, with 
fewer method transfer failures or OOS/OOT results. 
  

This two-day course discusses the advantages of a lifecycle approach during  
development, validation and transfer/verification of analytical methods.  Such  
advantages include a better understanding of the magnitude and sources of method 
variability as well as a potentially easier route to post-approval method changes.   
The role of effective method documentation is discussed. 
  

The course focuses on HPLC methods, but the principles of lifecycle management may 
be applied to any analytical method. 
  
Course objectives 
The course aims to give participants a thorough grounding in the principles of Quality 
by Design and lifecycle management as they apply to analytical methods. It draws on 
the draft guidance for analytical lifecycle management in ICH Q12, but also the more 
general guidance on pharmaceutical development, risk management and quality sys-
tems contained in ICH Q8, Q9 and Q10. 
 
The course: 

· Compares traditional and QbD/lifecycle approaches 
· Shows how to apply QbD and lifecycle approaches to the development,          

qualification and transfer of analytical methods 
· Discusses ways of controlling analytical method variability 
· Shows how to save effort through the application of a risk-based approach to   

analytical method lifecycle management 
 
Who Should Attend? 
This two-day course is valuable for managers, supervisors and laboratory analysts in-
volved in the development, validation, transfer, verification or amendment of analytical 
methods in the pharmaceutical industry, including the following functions: 
 

· Quality assurance 
· Quality control 
· Regulatory affairs 
· Contract analysis 
· Analytical development 
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The course material includes slides, handouts and case studies.  Attendees will also participate in 
workshops and practical exercises and will be encouraged to ask questions throughout the course. 
PROGRAMME 
Day 1 
8.45 Registration and Coffee 
9.00 - Regulatory guidance 

· Analytical methods in context – drug safety and efficacy 
· ICH guidances Q2, Q8, Q9 and Q10 
· ICH Q12 (draft) – lifecycle management 
· ICH, US FDA, WHO and PDA method validation guidelines 
· Lessons from recent regulatory enforcement letters 

Discussion: problems with the current regulatory approach 
 10.30 Break 
 10.45  - The 2015 US FDA method validation guidance 

· Scope and status 
· Recommendations for lifecycle management 
· The application of quality risk management, design of experiments, ongoing performance 

verification and knowledge management to method lifecycle management 
· Equipment qualification 
· Trending method performance 

Exercise: evaluating ongoing method performance 
 12.30 Lunch 
 13.30  - The lifecycle approach 

· Advantages 
· Application to design, development, validation and ongoing verification of analytical    

methods 
· Lifecycle management and QbD: comparison 
· Regulatory status 
· Method transfer and compendial method verification 

Discussion: experience with method transfer – risk evaluation 
· Importance of risk management 

 14.45 Break 
 15.00  - Rational approach to method development 
Discussion: current approach to method development 
Workshop: what do we need our method to do? 
When is method development finished? 
Regulatory expectations for HPLC method performance 
16:30   End of Day 1 
 Day 2 
9.00 -The analytical target profile 

· Definition 
· Comparison with current approach 
· Advantages and limitations 
· Measurement uncertainty and the method uncertainty budget 

Workshop: writing an ATP based on product specifications 
 10.30 Break 
 10.45—Risk control in analytical method documentation 

· Common problems with analytical method documentation 
· Regulatory expectations: contents of analytical methods 
· A risk-based approach to analytical method documentation 
· Change management during method development 

Exercise: identifying risks in documented analytical methods 
 12.30 Lunch 
 13.30—Method validation 

· Method validation SOP 
· ICH Q2 requirements 
· Typical validation experiments 
· Method robustness: what and how much? 
· Design of experiments for method robustness 
· Statistical tools for results evaluation 
· Acceptance criteria examples 

Exercise: setting method validation acceptance criteria 
 14.45 Break 
 15.00—Ongoing performance verification 

· Aims of ongoing performance monitoring 
· Using system suitability results 
· Control charts 
· Method changes and permitted adjustments 
· When to revalidate 
· Trending OOS and OOT results 
· Continuous improvement 

Discussion: barriers to implementing a lifecycle approach 
16:30   End of course  

 



 

 
 
 

 
 
 
 

  

 

 Maintain your competitive edge—keep up to date with the latest industry requirements   

Course Speaker  -  Dr Mark Powell 
Mark is a Fellow of the Royal Society of Chemistry with over thirty years' 
experience as a senior analytical chemist. He taught pharmaceutical analy-
sis at the Liverpool John Moores University School of Pharmacy and Chemis-
try from 1997 to 2003 and was also active in research.   
 
In 2003, he joined the newly-formed Quay Pharmaceuticals, a contract    
research and manufacturing organisation specialising in early-stage drug 
development, where he was responsible  
for analytical development. Since 2010, as Quay’s Scientific Manager, Mark 
was involved more generally with drug development programmes and also 
established collaborations with a number of UK universities and instrument 
manufacturers. His work at Quay has resulted in a number of published   
papers and presentations at scientific conferences. 
 
In 2013 Mark set up his own consultancy company and has since worked  
for clients all over the world on both early-stage and late-stage drug  
development projects.  He has particular expertise in dissolution method 
development and chromatography, and is in demand as a trainer in topics 
ranging from pharmaceutical analysis to data integrity and technical report 
writing. 

Check out the benefits, content, details, dates and times of our range of  
training programmes: 
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We deliver a range of expert programmes in pharmaceutical development,  
quality assurance and regulatory topics, plus a new range of industry  
awareness courses. We employ speakers/trainers with a high degree of  
expertise, completely up to date with industry trends. 
 

We run our programmes in a variety of locations, throughout the year. All of our 
programmes can be run in-house. 
 

Contact Judy Callanan Ph: 0044 (0)20 8133 2605  
Email: judy@pharma-training-courses.com 



 
 

Methods of payment available: 
 
o  Cheque   - Please make payable to “PharmaCourses Ltd” 
 
o     Bank transfer   
          
o     Credit/Debit Card  
 

Please register online at www.pharma-training-courses.com   
 
Delegate fees  
Fees for this programme are shown above. Delegate fees are inclusive of course  documentation, refreshments  
and lunch .  Payment of the registration fee must be paid  within 14 days  of commencement of the course.   
Upon receipt of payment, a proof of  payment will be sent to you. 
 
 

Cancellation Policy 
Full refunds less a handling fee of £100 will be made for cancellations received in writing within  28 days of  
the commencement of the course. Refunds of 50% will be made for cancellations  received in writing between  
28 and 7 days prior to the commencement of the course.  Regrettably no refunds will be made after 7 days prior  
to commencement of the course.  Substitutions can be made at any time. 
 
Liability 
PharmaCourses Ltd reserves the right to change the programme, speakers, date or venue without notice or can-
cel the event.  If cancellation occurs delegates will be notified as soon as possible and will receive full refund of 
fees paid.  PharmaCourses  Ltd will not be responsible for any airfare, accommodation or other travel costs in-
curred. 
 

PharmaCourses  Ltd is registered in England and Wales No. 08509096 
 
 

            

REGISTRATION DETAILS: 

QbD and Lifecycle Management of Analytical Methods:  ZOOM Webinar 
4 & 5 November 2020 
 
Full Fee: 2 day course £900.00  (+ VAT if applicable, see VAT NOTES) 
 
Early-bird rate 2 day online course 810.00 (+ VAT if applicable, see VAT 
NOTES)  for registering and paying by 1 October 2020 
 

VAT NOTES: 
 

UK: Under UK law all UK-based applications are subject to VAT at the prevailing rate how-
ever most UK VAT registered companies/organisations can reclaim this tax. 
 

EU: With effect from 1 January 2011 applications from delegates whose companies are 
based in EU countries will not be subject to VAT PROVIDED THAT valid VAT ID details 
are provided at the time of booking, otherwise VAT will be charged. 
 

OTHER: With effect from 1 January 2011 applications from delegates whose companies 
are based outside of the UK/EU will be outside the scope of VAT, ie no VAT is charged or 
payable.� 
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