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e New Flow Route for the Delivery of the to be Cleaned Filling Equipment for the  exvie

Abstract

Objectives

The objectives for this project are to successfully implement a new shorter flow
route for the delivery of the to be cleaned equipment from the filling rooms to
the wet component preparation room for the improvement of motion and
transportation during the lot-to-lot changeover. Reduction of the ergonomic risk
In the handling of the equipment during the transportation. Reduction of the
transportation and motion waste by a 30% during the lot-to-lot changeover.

Introduction

Methodology

The first step to achieve the objectives for this project was to analyze the
equipment delivery process and the stablished flow routes. The SOP has a
different route for the delivery of used filters from the filling equipment. The
filters are delivered to wet component preparation area by using a wall Pass-
Thru that connects a Grade 8 corridor to Grade 9 Wet Component Prep Area.

This route was chosen as the proposed flow route (PFR) for the filling
equipment because it reduces the handling of the equipment and the staff needed
to perform the task of delivery. Using this Pass-Thru for the delivery of the
filling equipment, and filters, allows for additional flexibility in the lot-to-lot
changeover.

To ensure the selected route is the best flow route for the delivery of the
equipment, a spaghetti diagram will be created to measure the steps and time
used for each stablished route.

The measurements of volume inside the Pass-Thru and the equipment
dimensions are going to be taken to calculate If it is possible to place the
equipment inside the Pass-Thru without any safety issue.

An ergonomic evaluation by the EHS department of the Pass-Thru height,
and filling equipment weight and handling will be conducted and a
comparability with the ergonomic guideline design (Figure 1) will be performed.

Hand Working Height, EXTENDED ZONE
¢ Forlightest and least frequent manual handling
o Maximum: 10 to 61 inches

Hand Working Height, CPTIMAL ZONE
o  Forheaviest and most frequent manua! handling
o Maximum: 39 to 48 inches

Figure 1

Ergonomic Guideline Design

Horizontal Reach
o From front edge of workstation to hand grasping
point
o Maximum: 21 inches
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The last step for this project is the review, update and approval of the
equipment and material flow route SOP, in conjunction with PQA, to add the
new flow route for the to be cleaned filling equipment. This step helps ensures
compliance with the established regulations by the pharmaceutical and

regulatory agencies.
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Figure 4
‘ial Filling Line Quantity of Steps/Time Spent on Task Syringe Filling Line Quantity of Steps/Time Spent on Task

Table 2
Benefit Obtained Comparing Time Spent and Steps Taken

VialFillingRoute 1 | 76% | 67%
Vial Filling Route 2
Syringe Filling Route 1

Conclusion

Using Lean Manufacturing methodology helped made the development of
this project a more standardize process, as well as helped increase the
manufacturing capacity by lowering the time spent on this task in the lot-to-lot

O - Table 3 changeover, a 58% benefit on the Syringe Filling Line and a 67% benefit on the
_ Measurement from Interior of Wall Pass-Thru and Filling Vial Filling Line, reduce transportation and motion wastes on both filling lines,
e - imensi % on the Syringe Line and 43% on the Vial Line. Therefore, i ing th
Spaghetti Diagram with Stablished Routes and Proposed Equipment Dimensions 33% on the Syringe Line an o on the Vial Line. Therefore, increasing the
Flow Route productivity of the line.
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Sketch of Filling Equipment Inside of Wall Pass-Thru
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