CASE STUDY:

REDUCING FOOT AND WHEEL CONTAMINATION
IN A PHARMACEUTICAL SETTING

How installation of large areas of
high-tack polymer flooring reduced
costs and microbial counts by 30%

A MAJOR MIDWEST PHARMACEUTICAL com-

pany with hundreds of employees was about to open up
a substantial expansion to their production areas, Multiple
products would be processed in the same facility and reg-
ulatory inspectors raised very real concerns about cross
contamination possibilities.

The Situation

The aseptic processing team (production and QC) met with
management, facility maintenance, and engineering to ac-
knowledge the problem and identify the threats to their
product. The air handling systems were already segregated
‘and the facility design allowed for airlocks and pressur-
ization to be part of the containment process. Yet, the sub-
stantial levels of personnel and equipment flow required
additional steps to insure clean and sterile processing arcas.
After reviewing all options they recommended and dis-
cussed solutions,

The plan was to analyze the viability of solutions based
on compatibility with production and validation. Any and
all solutions required sound financial reasoning and should
be environmentally responsible.

Identification of contamination hotspots
The group identified the main areas of concern:
P The movement of materials into and product out of the
production suites
b Fork truck and pallet jack traffic between warehouse
and production and from production to packaging
b The extensive movement of personnel in common hall-
ways and elevators which connect all critical areas
Personnel and cart traffic were the obvious and biggest
source of cross contamination.

Ideas
A number of initial ideas addressed this contamination
threat:

P Total isolation of each manufacturing area

P More extensive booting and gowning procedures

» More areas of adhesive peel-off mats

» More stringent enforcement of established cGMP

P Increasing the facility cleaning frequency from 1 time

per day to 3 or 4 times per day
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Figure 1. Heavy-duty polymer flooring

After lengthy discussions, these ideas were rejected as too
costly, impractical, or ineffective to address the situation.

An engineer contacted a sister facility with similar issues
and concerns of cross contamination for their recommen-
dations on how to deal with the personnel, product, and
material flow in a multi-use facility. The answer: large arcas
of high-tack polymer flooring. Previous investigation had
shown foot and wheel as the carrier of over 80% of the con-
tamination entering or leaving an area. The engineer re-
searched the product and determined that the polymer floor
covering had merit. He presented it to the group, where it
was approved for further action.

Presentation
A leading manufacturer of high-tack polymer floor cover-
ing sent in a two-man team to tour the entire pharmaceu-
tical manufacturing facility to determine if they could solve
the problem and to make their recommendations.

The contamination control experts from the polymer floor
company then made a product presentation and had a ques-

A2C2 Magazine <» a2c2.com






