&

= oo

NCeC G O D Ay Ao thiv

Mr Ha "
Harley & 10 hin AR e ¥n S

1,

ntpcsvmc MANUFACTURING CONDITIONS AT BPL

:2’7':/ Vi) 5/ 4 /’%/.f, Aonte ﬁ/ )‘éx

DPAET
Dewctasions  fou mCey L A
/('/ '46‘,4’/}9.0 ,’!ﬁc? Z 7] )'.'('c‘y(‘gy ) /%& ‘;('_ ‘4 Comes
GRO-C | 7/ '
R

e met Dr Lane yesterday to talk about the short term measures which

will need to be taken following the publication of the Medicines Inspectors?
repogt. We assumed that there would be no fundamental changes following the
consideration which is due to be given to the Report in the Medicines Division
but acknowledged that there were a number of factual inaccuracies in the
Report which would have to be put right.

2. Dr Lane opened by stating that he estimates that if the unit was to

function at its present level, something like £300,000 would have to be spent

on plant replacement over the next 4 yearsy He drew attention to(most of it

in the early part of this period) the difficulties he was experiencing in
recruiting staff suggesting that if staff continued to leave at the bresent rate
this factor alone would frustrate any attempts to upgrade BPL. He has.lost

4 members of staff to commerce: in the past year. .Dr Lane. pointed out that at

the present rates of pay théy were unable o recruit even boilermen and fitters
and at the present staffing level routine preventive maintenance of plant was
quite out of the question., There was also & limit to what could be done to
improve environmental control. He thouzht that to bring the staffing levels

up to those required ito maintain the present level of production but to standards
approximating to those advocated by the Medicines Inspectors might itself increase
BPL uages:P'll to about £1 million a year. It would, however, be impossible 10
house the-[ n the existing premises. :

3, It was agreed that it was essential to identify these improvemenis to
BPL which could be introduced quickly, and at minimum cost, Documentation,
cleaning and autoclave maintenance appeared to come into this category. The
Department could provide agsistance with the documentution and advice on

autoclave maintenance and engineering if nece

to avail himself of these services.

which he had already outlined, steps were &

gsary and Dr Lane was willing

Dr Lane explained that within the limits

1ready being taken to remedy many of

the deficiencies to which the Inspectors had drawn attention, He was currently

working £k8 Report with the heads of his va
letting the Department have his comments,

rious Departments and he would be
It was his intention to ask Dr Smith

from PLF 4o look at all documentation for coagulation factor production at the
two laboratories and to bring it up to scratch as far as possible., Dr Lane

pointed out, however, that at the present s

taffing levels it was one thing to

introduce documentation and another to énforce it., Suitable documentation
was also being worked out for the other departments but it was unlikely that
very much could be done to improve  the technical support services (which

Mr Leavens manages) unless "stop-gap" were to

available for additional cleaning services,

go ahead and money was made

4. Dr Lane thought it unlikely that much could be done to improve the main
air conditioning filtration plant radically without closing down the factory

for several months, but they were al
2 cabinets might be improved.
of the air filtration plant but once again,

to do so.
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when required., At present there was no fall-back cold storage capacity

whatscever.

(w, Dr Lane explained that the improvement to the freeze drying plant

and workshop and the removal of the small workshop area from the terminal

processing area, which the Department had agreed should go ahead, were

themselves important contributions to product safety., He thought that it

was very important that the main improvements to the terminal processing area

proposed in"stop-gap}] where finished products and incoming goods were

inadequately separated, should go ahead., Stopgap would remedy many of:

the deficiencies identified at this erd of the laboratory.

! nhove -

6. Other importaht requirements were to gauzthe microbiology department

from its present location, to improve the security of the bulk storage

and to rotate stock., Although the Inspectors had not commented on ithe

state of the sewage plant it was known to be in a poor state of repair and

Dr Lane thought that it would be unwiseto delay the repairs, He was hoping

to improve the standard of the protective clothing and to ensure that

better use was made of what was available, Dr Lane felt that there was an

urgent need for a "dirty" autoclave (£30,000 + installation and building costs)

( Y He thought that it might be possible to manage without a 3rd York compressor

e (£30,000 +) if BPL was to move into new premises in about 3 years, Other
major items needed was a maingwater still (£50,000 +) to bring the water used
in the laboratory to a more acceptable level.

Summing up, Dr Lane said that accepting that there was to be no immediate
attempt to increase the output of the laboratory and that the first aim
must be to bring current levels of production more in line with the
Inspectors recommendations, something like £% million would have to be
spent on building and equipment, much of it within the next year, The
expenditure wesis have to be matched by an upgrading of staff. if tise
improved procedures were to be devised, executed and supervised,
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