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Installation Qualification (1Q) /
Operational Qualification (OQ) Services
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An Affiliate of Harvard Bioscience, Inc.

Flexible Offerings
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Qualification Coverage
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Labs are involved with
sophisticated electroporation
technigues that require accurately
calibrated, cutting-edge
equipment to be successftul.

With the BTX Electroporation System, your lab gains a meeting compliance requirements, and even restarting
complete partnership with BTX, an affiliate of Harvard instruments, your lab can count on our engineers and
Bioscience. This partnership allows your lab to have technical support team to complete the necessary

a dedicated, first-class technical service and support IQ/0Q validation to keep your lab running smoothly.

team. From validating operational best practices, to
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What does the 1Q/0Q validation service include?

Your 1Q/0Q validation service includes

performance of the following tests:

Visual inspection of the instrument
Identifies any signs of damage

Verification of time and date
Ensures correct timestamping of logs and data

Verification of display and user interface
Ensures proper operation and control of the device

Verification of instrument installation process

Completes checklists, documents sign-off of the Installation
Procedure

Verification of pulse accuracy throughout the voltage range
Ensures voltage and resistance measurement accuracy

Verification of pulse duration
Ensures accuracy of pulse length measurement

Verification of operation with media

Ensures proper operation of the safety stand or chamber
holder and pulse accuracy in a multi-pulse protocol

Log file storage and retrieval

Ensures that logs are accurate and stored appropriately
and that the USB link is working properly

Your 1Q/0Q service includes the following

post-session summary documentation

Signed Qualification Reports detailing:

* Unit tested location and serial number

e Tests performed and measurement results
¢ Indication of “Pass” or “Fail” for each test
e Date of the qualification

o Staff that performed the qualification

Electronic logs files from the tests
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® 470657 AGILEPULSE OQ Document & Kit (requires Service below to be
ordered at the same time).

® 470684 AGILEPULSE IQ_OQ Service (EU/UK)
® 470662 AGILEPULSE IQ_OQ Service (US/Canada)

® 470647 AGILEPULSE OQ Document & Kit (requires Service below to be
ordered at the same time).

® 470679 AGILEPULSE OQ Service (EU/UK)
® 470652 AGILEPULSE OQ Service (US/Canada)
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