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When I first joined DBA I was privileged to audit with one 

of the very best. A certain Mr David Begg! En route to 

one audit in particular I was bemoaning the lack of time 

we had available, only one day to audit a complex aseptic 

process. His response was, as always, to the point:

“Just focus on the people. When you have 

knowledgeable and passionate people you usually 

have good products”

Most of you will be fluent with the language of 

‘downsizing’, ‘structural realignment’, ‘organisational 

integration’ and the like. Pharma speak for letting 

people go and asking those who remain to do more 

with less. In our experience this phase of any company’s 

development is fraught with danger when handled 

badly. It seems that the regulators agree.

As we all know, stretched regulatory resources are 

driving a shift towards risk-based inspections. To help 

regulators the PIC/S has drafted a document, in which 

it warns inspectors to be wary of the GMP implications 

of job cuts.

“Significant changes in the number of personnel 

at a site are also useful to consider from a risk 

perspective during the review phases because… 

they may mean that there are fewer quality 

assurance resources available at the site.”

PIC/S said such job cuts can “lead to compliance 

problems later on”. Johnson & Johnson (J&J) cut its 

global quality and compliance headcount by 35% in 

2012. After-words it cited these cuts as a factor in their 

quality woes.

It seems common sense that regulators could respond 

to a significant shift in headcount by raising the risk 

level of a production site. This would result in the 

manufacturing facility being inspected more often or 

change the scope of the next regulatory visit.

Information about headcount changes is one of 

four factors that can prompt a review of a plant’s 

compliance risk. The other factors are information 

about quality defects, changes to manufacturing 

authorisations, and a company’s report in response to 

its most recent inspection.

MANAGING THE RISK OF 
ORGANISATIONAL CHANGE: SOME 
COMMON SENSE RULES
Since organisational change is a fact of life here are 

simple, common sense rules. Common sense maybe, 

common practice – unfortunately not.

INTELLIGENT, ORGANISED SUCCESSION 
PLANNING

Firstly, how not to do it. During a recent site visit I 

asked the production manager how long he had been 

in position – only one week (I immediately had my 

suspicions). His induction programme, in true ‘Sitting 

by Nellie’ fashion, had taken only seven days. From 

that point onwards he was ‘it’, nervously signing 
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batch records and doing the very best he could under 

difficult circumstances.

Changes to people’s roles and responsibilities are often 

accompanied by increases in error rates, reworks and 

the like. Risks can be reduced by investing in education, 

not just training. On our ‘Human Error Prevention’ 

course we talk about learning new ways of working 

and how impossible it is to break old habits. New ways 

of working are learned and strengthened over months, 

not weeks.

IT’S WHAT YOU DON’T KNOW THAT 
SHOULD WORRY YOU

In our experience many companies survive on what we 

call ‘heroic management’, particularly management and 

supervision at the operational sharp end; those who 

work incredibly long hours doing ‘stuff’, most of which 

isn’t mentioned anywhere in the job description. When 

planning organisational changes make sure you have a 

full understanding of the jobs and tasks that people do 

in addition to their job description. You will be amazed.

EDUCATION…EDUCATION

Succession planning is only possible when you have a 

well-educated workforce. Underpinning expertise in 

products and processes provides you with the flexibility 

to move people around with greater confidence. 

Succession planning and under investment in on-going 

training and education is an explosive combination. 

Companies who have invested in our ‘Quality 
Leadership’ programmes, whether in-house or 

residential, are now way ahead of their competitors. 

They now have people with expert knowledge of 

quality systems, risk-based decision making as well 

as products and processes. They are now more able 

to respond to the challenges of the future, including 

robust succession planning!
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