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Editor’s Note: Compliance in the manufacturing laboratory is a multi-faceted and often elusive goal. Alice Krumenaker, in her
presentation from IVT’s Laboratory Week, offers tips and suggestions for achieving compliant personnel, procedures, lab
instrumentation, and methods.

1. Personnel
Be able to confirm that employees are qualified for their positions by having a current curriculum vita on file. Ask employees to
update it periodically (annually, biannually, etc.) and as responsibilities change (for example, after a promotion). Accurate
training records should be on file that are easily retrieved. Frequent refresher training on quality and safety topics should be
conducted.

2. Procedures
Approved procedures need to be in place for method validation and transfer requirements.
Have approved procedures in place for regarding instrument qualification, calibration, and preventive maintenance.
Instructions for qualification and calibration should be written out even if this is typically done by the vendor or an outside
contractor. If using a protocol from a vendor or outside contract, ensure that it is aligned with your procedure. Include the
actions to be taken when an instrument fails calibration.
Have an approved procedure for out-of-specification/out-of-trend results, deviations, and investigations. Include some type of
root cause analysis steps to help identify the cause of the issues and prevent it from occurring in the future.
Have procedures in place regarding the use and security of lab software, including data acquisition software and laboratory
information management system; a procedure should also be in place to define how raw data and lab documentation is
handled. Furthermore, have a procedure in place to define the process for receiving samples and how samples are managed
within the laboratory.

3. Laboratory Instrumentation

New instruments should be appropriately qualified before use (see USP general chapter <1058> for instrument categories).
Instruments should have a logbook for recording maintenance and calibration (an instrument usage logbook is not a
requirement; however, it may be a handy way to track down information during an inspection if they have been used routinely).
Instrument calibration status should be clearly displayed on the instrument, including the calibration and preventive
maintenance (if applicable) dates and the next due date.
Instruments requiring repair or are out-of-calibration should be placed out-of-service and should be clearly labeled so that they
are not used for any type of GMP work. Out-of-calibration instruments may be used for non-GxP work if your procedures
include this instruction; however, measures must be taken to ensure that these instruments are not used for any GxP testing if
both types of work is done in your laboratory.
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4. Investigations
Are all protocols, methods, reports, etc. written,
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Are instrument qualification protocols on file for lab
identified, be sure the investigation report illustrates that adequate measures were taken to attempt to identify the cause.
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Are lab investigations thorough, identifying the root
cause, and closed in a timely manner?
Do methods and procedures accurately reflect the
way processes are actually being done? Be sure
to update methods and procedures as soon as
possible when updates are necessary. You are
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expected to be doing what is written in these
documents; updating them as needed isn’t just a
good practice, it is a necessity.
Have internal audits and address items that are
identified as soon as possible. It is much better to
resolve issues internally before a regulatory
inspection takes place.
Conduct “mock inspections” within the department
to help employees feel more comfortable with the
expectations of the inspection process.

