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Analytical Method Validation a Case Study

THE GOAL

This case study describes a situation experienced recently within

European pharmaceutical CRO Quinta-Analytica. It describes the level

of complexity and adaptability required in the pharmaceutical

industry, and specifically the steadfastness and dedication offered by

Quinta in supporting clients to deliver on their mission and ethos of

ensuring that medicinal products reach the market in time, in the

highest quality, and exactly to clients’ specifications.

THE BACKGROUND

A significant global pharmaceutical company located in the USA

submitted its ANDA to the US-FDA while still receiving comments from

the FDA before obtaining US registration. Received comments

pertained to analytical methods and required additional proof about

their methods and validation parameters. As a result, a significant

amount of analytical work was required within an extremely tight

deadline.

THE SCOPE OF WORK

As a result of the above, it was agreed that the following was needed:

• Revalidation of Assay method by HPLC

(SST, Specificity, Accuracy on 3 levels, Linearity, Stability of standard 

and sample preparations, Robustness)

• Revalidation of enantiomeric and diastereomeric purity by HPLC

(SST, Specificity, Linearity, RRF, Precision, Accuracy on 3 levels, LOQ 

, Stability and Robustness)

• Revalidation of purity method by HPLC

(SST, Precision, Accuracy on 3 levels, LOD/LOQ for specified 

impurities, Linearity, RRF, Stability and Robustness)

• Validation of method for genotoxic impurity by UPLC

(SST, Specificity, Linearity, LOQ, Precision, Accuracy, Robustness, 

Stability)
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THE CHALLENGE

The first project details were received by Quinta on April 25th, and in

order to enable the client's response to the FDA in time the results

were required by the exacting deadline of May 11th.

Moreover, there were two important public holidays in Quinta’s home

operating base of the Czech Republic on the 1st and 8th of May, which

escalated the pressure in the project deliverables considering many

employees had already planned vacation during this period.

The client openly shared upfront that there was no back-up scenario;

If Quinta failed, the likelihood of the client's product getting approval

for the US market would be seriously diminished.

The project timeline and scope were so challenging, and the

importance so great, that the client even decided to send three key

staff (including a Senior Director of Global Sourcing and Head of

Analytical Chemistry Development) to observe the progress in-person

on-site.
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THE SOLUTION

By the end of April, Quinta had already managed to reorganize its

internal capacity and previously planned work in order to insert this

specific project into the schedule, and simultaneous validation

protocols were compiled and sent to the client to be checked and

approved.

On the 2nd of May, Quinta finished preparing a roadmap for each of

the required methods and managed to respect the desired project

deadlines that had been stipulated. The roadmap was presented to

the client, and was clarified, solidified and approved the same day.

Meanwhile, Quinta proactively started to work on preparation of the

solvents, sample solutions, and mobile phases in parallel with

equipment initiation sequences to begin immediately.

Just one day later and in exact accordance with the roadmap,

analytical work began. By utilizing excellent coordination among

project managers and the staff of the validation team, milestones

were achieved step by step. The final data was acquired on the 8th of

May and within the next 2 days, data evaluation procedures were

already running.

Within just 9 calendar days from the project kick-off, fully controlled

and Quality Assurance approved validation reports were handed to

the client and the project was accomplished. Outstanding

performance, extraordinary coordination, and unparalleled teamwork

allowed Quinta-Analytica to perform 4 full method validations in an

amazingly short amount of time.
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THE EPILOGUE

On the 21st of May, the client informed Quinta that they were able to

successfully submit their response to the FDA well within the agreed

timetable.

ABOUT QUINTA-ANALYTICA

For more than twenty years Quinta-Analytica has been one of the

largest European independent one-stop-shop companies offering

analytical and clinical services for worldwide pharmaceutical

companies.

With services ranging from method development through analytical

method validations and bioequivalence studies within its own clinical

unit, Quinta provides unrivaled solutions for pharmaceutical

companies during their drug development.

As a complete integrated solution for GMP/GLP/GCP compliant

projects, and provided from its facilities located in the Czech Republic,

Quinta’s team comprises over 200 experts in a phenomenal range of

techniques.

Within its facilities and huge scope of knowledge, Quinta can

accommodate projects from the area of both small and large

molecules, all kinds of drug formulation, highly potent drugs, inhalers,

and more.

Quinta-Analytica operates in full compliance with GCP/GLP/GMP and

FDA standards and has successfully completed over 10 FDA

inspections. Furthermore, due to its joint-venture laboratory located

in Russia, Quinta can also support its business partners in terms of

the needs of pre-clinical and clinical studies intended for the Russian

market.

Visit Quinta.cz for more information.

https://www.quinta.cz/

