
Compliance and 
qualification services
Trust your regulatory needs to the people that design, 
build, test, and support your systems

services and support



If your laboratory operates in a regulated environment, you may 

be required to qualify and validate your systems according 

to vendor specifications and your internal requirements. 

Global standards and country-specific regulations require 

documented verification that your system is doing the job 

correctly as intended. It’s a process that can be overwhelming, 

involving steps that can be complex, time-consuming, and 

costly. We can help.

Regulatory compliance  
can be challenging

We have a compliance solution  
to meet your needs

Qualification services

Who needs qualification 
services?

Labs that operate and  
develop products:

• For regulated markets

• That may eventually enter regulated 
markets

Types of labs that can benefit from our 
qualification services:

• Pharmaceutical

• Biotech

• Food testing

• Environmental testing

• Other testing

• Hospital

• HID

• Animal health

• Diagnostic service labs

• Hospital diagnostic core labs

Why choose us for your 
qualification needs?
Benefits of our qualification  
services include:

Experience—Our trained and certified 
engineers have unmatched experience 
and knowledge of our instruments 
and systems. In addition, our certified 
engineers receive technical support 
from our factory experts.

Speed—Our field service engineers 
are available to perform verification 
immediately after installation. 
Depending on the system, the service 
takes only 1 or 2 days, reducing 
laboratory start-up time or downtime 
after repairs or scheduled maintenance.

Cost control—When you use our 
qualification services, we can help 
reduce in-house verification time and 
cost while also reducing your need for 
in-house technical expertise.

Peace of mind—Regulatory compliance 
can be complex, time-consuming,      
and costly.

Whether you have limited in-house expertise, a validation plan that must be 
adapted to your current processes, or you simply want a fixed-price plan to 
help ensure your regulatory requirements are met at installation and during 
operation, we have a solution for you. No matter what your compliance needs 
may be, we can help you move more quickly into testing and production, 
control your validation costs, and minimize your compliance risk.

“[Your] software validation service simplified our validation effort 
and reduced costs we would have incurred had we done the work 
ourselves.”

– Dr. S.P. Vasireddi 
Managing Director, Vimta Labs

Qualification services fit within a validation process

DQ IQ/OQ IPV PQ
Validation
process
flow

CSV
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What we offer

Installation Qualifi cation (IQ) verifi es 
that, at the time of testing, your system 
was received as ordered and installed 
according to the manufacturer’s 
specifi cations. It also establishes that 
your laboratory environment is suitable 
for operation of the system.

Operational Qualifi cation (OQ) verifi es 
that, at the time of testing, your system 
functions according to operational 
specifi cations per the manufacturer. 
It also verifi es that the equipment 
operates consistently within established 
limits and tolerances over the defi ned 
operating ranges per the manufacturer’s 
specifi cations.

Instrument Performance Verifi cation 
(IPV) service verifi es that, at the time 
of testing, your qualifi ed instrument 

is operating according to the 
manufacturer’s specifi cations.

IQ/OQ and IPV are an integral part of 
a validation process for compliance 
with Good Laboratory Practices (GLP), 
Good Manufacturing Practices (GMP), 
Good Clinical Practices (GCP),
ISO 9000, and other standards.

Computer System Validation (CSV) 
enables you to meet global regulatory 
requirements and helps you reduce 
your compliance risk. CSV is an on-site 
standard validation service performed 
by our certifi ed representatives. This 
consists of testing and validation of 
typical system requirements.

Performance Qualifi cation (PQ) testing 
and results ensure your instrument 
is working to the manufacturer’s 
specifi cations.

Why is qualifi cation 
important?

Compliance with government and 
international standards requires 
documented verifi cation that 
your instruments are installed 
and functioning according to the 
manufacturers’ specifi cations.

Quality assurance offers:

• Accuracy and reliability

• Consistency

• A quality-built product 
from inception

• Continued high-quality performance

• Cost reduction—minimizes having to 
repeat and troubleshoot experiments

• Effi ciency—maximization uncovers 
potential problems due to 
normal wear or inadequate user 
maintenance, thus minimizing 
instrument downtime for repair

A properly planned and scoped 
compliance initiative and validation 
engagement costs less and is 
more fl exible than a reactive compliance 
engagement.

Maintaining the validated state

System activities IQ/OQ OQ/IPV CSV

Instrument installation ü ü  ü

Software installation ü ü

On a periodic basis per your standard operating 
procedures, such as annual procedures ü

After a major repair ü

Relocating an instrument to another laboratory ü ü

Software upgrade or any software change 
that affects system security or data integrity 
of administrative controls, including operating 
system upgrades/patches

ü ü ü

Instrument is being relocated and put into use in 
a regulated environment ü ü ü

The validation challenge
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Computer System Validation 

Because most laboratory systems include hardware, 
confi gurable software, and test kits, an integrated approach 
to qualifi cation and validation may be essential to ensure the 
accuracy, reliability, and consistent intended performance of 
your systems. Hardware and software qualifi cation confi rms 
“out-of-the box” functionality as specifi ed by the vendor. 
CSV, as shown below, confi rms that the integrated system 
operates according to your specifi c user requirements, in 
compliance with relevant regulations and guidance. Where 
most vendors offer only IQ/OQ services, we offer both IQ/OQ 
and a range of CSV services to help meet your needs.

“Validation of computerized systems is essential from a business and regulatory perspective, as it provides investment 
protection and demonstrates that a system meets its intended purpose. The process from defi ning your requirements 
through to testing the system is an investment that should be updated as the validated application is enhanced.”

– Robert McDowall, PhD, C Chem, FSRC
Principal, McDowall Consulting
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Balancing compliance risk with your 
business needs

Our requalification service (OQ/IPV) 
verifies and documents the instrument’s 
ability to meet specified performance 
criteria after installation, repetitive use, 
or major service events.

On-site comprehensive software 
validation
This service provides you with 
customized, comprehensive software 
validation performed on-site by trained, 
PMP™ certified professional service 
representatives. Leveraging the system 
test procedures and documents, the 
service includes testing and validating 
your system according to your specific 
system definitions and regulatory 
requirements, existing organizational 
workflow, and standard operating 
procedures.

Content IQ/OQ
Performed by a field application 
specialist (FAS) and compliance 
service specialist (CSS), this service 
ensures that the workflow, from 
DNA extraction to data analysis, is 

Reaching 100% compliance with 
global standards (e.g., GLP, GCP, 
GMP) or country-specific regulations 
(e.g., US FDA 21 CFR Part 11) is 
a challenge for many laboratories. 
Most laboratories choose a balance 
between the resources they dedicate 
to achieving compliance and the cost 
of noncompliance. Whatever your level 
of risk, we provide the services you 
need to meet both your business and 
your regulatory needs. These services 
include:

On-site risk assessment
This service assesses your current 
practices and identifies and documents 
potential compliance risks.

On-site qualification and 
requalification services
Our initial qualification (IQ/OQ) 
service verifies that your instrument 
was received as ordered, installed 
correctly, and functions according to 
its operational specifications in your 
laboratory.

performing according to manufacturer 
specifications. This customized service 
includes:

• Experimental design in collaboration 
with a CSS

• Protocol execution, workflow 
optimization, and data analysis with 
control sample, to help meet product 
specifications

• Technical review and final report

• Sourcing of reference samples and 
positive controls

“We are very happy with the time 
savings and value…for our system 
validation project.” 

– Lab Manager 
BioCryst Pharmaceuticals
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Who better to trust with your 
compliance needs?

For more information about our compliance services, contact your local sales 
representative or email complianceservices@lifetechnologies.com

No one understands your compliance needs better than the 
company with decades of experience designing, building, 
testing, and supporting validated systems. And no one has a 
longer history of integrating our workflows and software into 
complex laboratory environments. Whatever level of service 
you require, our compliance and qualification services are 
the right choice to shorten your validation time, control your 
validation cost, and reduce your compliance risk.

Our commitment to quality
We are committed to the highest standards of excellence, 
both in our systems and services. Our quality management 
systems have earned an ISO 9001:2000 certification. In 
addition, our professional services team and our service 
partners follow best practices set by the Project Management 
Institute™ through their Project Management Body of 
Knowledge.



Find out more at thermofisher.com/instrumentservices
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