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MANAGING A QUALITY SYSTEM
WITH A 50% STAFF REDUCTION

by Lynne Byers

Imagine you are the Quality Director of a site
manufacturing critical medicinal products or medical
devices. You have a sickness absence rate of 50% of
QA and QC staff. The government is keen for the site
to produce as much product as possible. You need to
develop a plan to keep the site in compliance whilst

freeing up resources to help with daily QA/QC activities.

Activities can be STOPPED, DELAYED or CONTINUED.

STOPPING ACTIVITIES

Stopping an activity may seem to be extreme but with
a 50% reduction in staff, actions should be taken
proactively before the Quality System slips out of
control. An activity that could be stopped is change

controls that have not been implemented. As an action,

EXAMPLES OF POTENTIAL DELAYS

all pending change controls should be reviewed and
only those mandatory changes (e.g. linked to regulatory
commitments) should be implemented. This will have
the effect of reducing validation effort, regulatory
affairs work, QC testing and documentation updates.
Being extremely stringent with limiting change controls
can free up QA and QC resources. Similarly, any
improvement plans such as introducing a new IT system
should be halted, again freeing up resources.

DELAYING ACTIVITIES

Delaying compliance activities feels wrong, but in
extremes this can be done using the quality system.
Any temporary changes should be made using the
quality system.

Documentation
updates, e.g. SOPs,

months
test methods

Self-inspection (SI)

> Change control

Extend the review period by three  ~ Apything linked to a mandatory change, e.g.

pharmacopeial update to be updated in the
appropriate timelines

> Perform a risk assessment on existing plan,

program

Annual product
reviews (APRs)

Product complaints

Regulatory
commitments

Re-plan and move some Sls

Allow an extra month to complete
the APR

Potentially outsource the activity

Immediately triage all complaints

Extend the timeline for minor
complaints

Wherever possible these should
not be delayed

re-schedule lower risk Sls

> Change control

> Change control

> Extend timeline for completion of minor
complaints by 15 days

> If any regulatory commitments may/will not

be met, then the regulatory authority must
be informed promptly

>>



CONTINUING ACTIVITIES Deviations and out-of-specification/trend activities

should be performed in a timely manner to ensure

Activities that should be continued in accordance with product flow and also to identify any prob|em5 as ear|y
existing SOPs are those linked to batch release and as possible.

testing activities. It is important to ensure that there are
sufficient QA/QC staff to support production activity
and, if necessary, to reduce planned output. If action has
been taken to stop some activities at the site and delay
others, then perhaps some staff can be re-deployed to
bolster frontline staff.

In summary, taking a hard look at all activities that
consume resources and applying a risk assessment
approach can help to free up some resources to bolster
direct product fulfilment activities and thereby keep
critical medicinal products flowing to patients.

ABOUT THE AUTHOR

Lynne Byers | VP, NSF International Pharmaceutical Services, EMEA

Ms. Byers has gained more than 35 years’ of extensive pharmaceutical manufacturing
management and QA experience working for three major international pharmaceutical
manufacturers, culminating in the role of Global Head (VP) of External Supply Operations
QA for Novartis in Switzerland. In addition, she worked as Head of Inspectorate and Licensing for the MHRA
from 2004-2006. She joined NSF in 2017.

Ms. Byers has broad experience in manufacturing management and QA of a wide range of sterile and non-
sterile dosage forms, and is fully conversant with current EU and FDA GMP regulations and requirements.
She has extensive experience in international QA auditing of a wide range of pharmaceutical manufacturers
who are suppliers to the pharmaceutical industry worldwide. She also has extensive experience in managing
QA teams in country affiliates.

Ms. Byers is eligible to act as a Qualified Person and was a QP assessor on behalf of the Royal Society of
Chemistry from 1999 to 2004. During her tenure with the MHRA she was responsible for agreeing to QPs
being named and removed from manufacturing authorizations.

For more information, contact healthsciences@nsf.org or visit www.nsfhealthsciences.org

Copyright © 2020 NSF International.

This document is the property of NSF International and is for NSF International purposes only. Unless given prior approval from NSF, it shall not be reproduced, circulated or
quoted, in whole or in part, outside of NSF, its committees and its members.

Cite as: NSF International. April 2020. Managing a Quality System With a 50% Staff Reduction. NSF: York, UK.

NSF INTERNATIONAL

789 N. Dixboro Road, Ann Arbor, MI 48105, USA | T+1 (202) 822 1850
The Georgian House, 22/24 West End, Kirkbymoorside, York, UK YO62 6AF | T +44 (0) 1751 432 999
Beim Strohhause 17, 20097 Hamburg | T +49 40 66 87 88 -100

E healthsciences@nsf.org | www.nsfhealthsciences.org | Foliow us on Linkedf). E2 @3 YouTube
LPH-632-0420


https://twitter.com/NSF_Pharma
https://www.linkedin.com/company/nsf-health-sciences/
https://www.youtube.com/playlist?list=PL9gmGvEk371MHKLL8M8k06Abnh9qKYJ6C

