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Introduction

Recommendations

.

Goals

Deliverables

Impact

● Create a modular documentation system

● Streamline shakedown processing

● Improve current documentation to increase simplicity and functionality

○ Expand application across multiple processes without making

fundamental changes to the document components

● Save company time, money, and other resources in process runs due to

consistency between documents

● Ensure the compliance regulations are upheld where needed

Downstream Bill of Materials: Consumables Section

Process Flow Diagram

Recipe Design Description

Mammalian Batch Record: Purification Section

Sample Plan

● Corporate Integration

○ Validate and integrate these documents into shakedown runs

○ Apply documentation to show vendors site and process capabilities

○ Assess potential commercialization options for modular

documentation systems

● Documentation

○ Integrate vendor and catalog information to autofill in the BOM
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Manufacturing and Tech Operation

Teams at FDB

● Fujifilm did not have a single template for most documents

○ Used excel sheets

○ Adjusted documents each time for specific process or

formulation

● Caused employees to allot more time to adjust documents needed

prior to use

● Needed development of a system which allowed for a testing

environment for scale-down of fermentation and cell culture

processes

○ Enabled direct tech transfer and installment of new equipment

● Company/Economics:

○ Efficiency with modular documentation and being able to streamline

processes save time

○ Creating more generic documents that can be easily adapted to

specific processes, results in higher potential to decrease batch runs

and perform GMP runs without executing engineering runs to test a

new capability of the production system

○ Gaining a competitive advantage will also create a significant

impact by being able to implement modern documentation to

processes as opposed to other companies in the industry

● Societal Benefits:

○ The modular documentation processes facilitate quicker

development and production of biopharmaceuticals for patients in

need


