STARTING OUT
IN VALIDATION

GO WHERE YOU CAN DO YOUR BEST WORK
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THE FUTURE OF
VALIDATION

INTRODUCTION

Life science validation is a process of ensuring that the
products and services in the life science industry meet

the quality standards and regulatory requirements.

It is a crucial step for ensuring the safety and efficacy of
medical devices, pharmaceuticals, biotechnology, and
other life science products. If you are interested in
building a career in life science validation, this guide

has some tips to help you get started.
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VALIDATION PROFESSIONAL

This is a professional who ensures that the data, systems
and processes used in life sciences research and

development are accurate, reliable and compliant with

industry standards and regulations.

According to Indeed.com, the average salary for a Life Science
Validation Specialist in the United States was $86,000 per year as of
December 2022. The salary may vary depending on your location,
education, experience and employer.

The job outlook for Life Science Validation Specialists is positive.
According to the Bureau of Labor Statistics (BLS), the number of

people working in these positions has increased by 9% from 2020 to
2030.
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HERE ARE SOME TIPS TO HELP YOU GET STARTED:

GET A RELEVANT DEGREE

. A bachelor's degree in engineering,

biology, chemistry, or a related field
is usually required for entry-level
positions in life science validation.
You can also pursue a master's or a
doctoral degree to advance your
career and specialize in a specific

area of validation.

GAIN SOME EXPERIENCE

You can look for internships, co-ops, or
entry-level jobs in life science
companies or consulting firms that
offer validation services. You can also
volunteer for research projects or join
professional associations to network
with other validation professionals

and learn from their experiences.



Develop your skills

Life science validation requires a combination of technical, analytical,
and communication skills.

You need to be able to design, execute, and document validation
protocols and procedures, as well as communicate the results and
findings to various stakeholders.

You also need to be familiar with the industry standards and
regulations, such as FDA, I1SO, GMP, GLP, etc.




Keep Learning

The life science industry is constantly evolving and introducing new
technologies and innovations.
You need to keep yourself updated with the latest trends and
developments in your field and learn new skills and tools to enhance
your validation capabilities.

You can take online courses, attend workshops, seminars, or
conferences, or pursue certifications or credentials to demonstrate
your expertise and competence.
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Validation can be applied to different
aspects of the life science industry.

- Computer system validation (CSV): This
involves verifying that the computer
systems used in the life science industry
are reliable, secure, accurate, consistent,
and traceable. CSV covers the entire
lifecycle of the computer system, from
design and development to installation
and maintenance.

CSV also ensures that the computer
system meets the requirements of Good
Manufacturing Practice (GMP), Good
Laboratory Practice (GLP), Good Clinical
Practice (GCP), and other relevant
regulations.

- Equipment validation: This involves
verifying that the equipment used in the
life science industry is properly installed,
operates correctly, and performs
consistently under normal and extreme
conditions.

Equipment validation also ensures that

the equipment meets the specifications
and standards of the manufacturer and

the regulatory authorities.

- Method validation: This involves verifying
that the analytical methods used in the
life science industry are suitable for their
intended use and produce reliable and
reproducible results.

Method validation also ensures that the
methods meet the criteria of accuracy,
precision, specificity, sensitivity, linearity,
range, robustness, and ruggedness .

- Process validation: This involves verifying
that the processes used in the life science
industry are capable of consistently
producing products or services that meet
the predefined quality attributes and
specifications.

Process validation also ensures that the
processes are controlled, monitored, and
documented according to the regulatory
requirements.
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RESPONSIBILITES FOR
VALIDATION SPECIALISTS

Some of the job responsibilities of a validation specialist may include:

A validation specialist is 1.Developing and executing
responsible for ensuring that
products, processes, and systems
meet the required quality
standards and regulations. systems.

validation protocols for

equipment, processes, and

.Conducting risk assessments
They work in a variety of to identify potential hazards
industries, including

pharmaceuticals, biotechnology,

medical devices, and food strategies.

manufacturing. .Analyzing data to ensure that

and developing mitigation

products meet quality

standards and specifications.




Evolve

Validation specialists must have

il strong analytical skills, attention to
detail, and knowledge of regulatory
requirements.

They should also be able to work
independently as well as part of a
team.
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If you are interested in becoming a Life
Science Validation Specialist, you can start by:

- Searching for job openings on online
platforms, such as Indeed.com, Linkedin.com or

Glassdoor.com Becoming a Life Science

- Creating a resume that highlights your Validation Specialist can be a
education, experience and skills in life sciences challenging but rewarding career
validation path. You can contribute to the

- Preparing for interviews by researching the advancement of science and
company, reviewing common questions and technology while ensuring quality
practicing your answers and compliance. You can also

- Networking with other life sciences enjoy a competitive salary and a

professionals, such as through online forums, positive job outlook.
social media groups or professional associations



