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BioPhorum: a co-ordinated program of 

industry change

BioPhorum’s mission is to create an environment 

where our members from the global biopharmaceutical 

and device industries connect, collaborate and accelerate 

progress – for the benefit of all.

Member-led

to reflect the reality of 

the industry in a sales-

free environment where 

technical discussions 

are paramount

Safe and confidential 

conversations with 

equitable contributions 

from all companies to 

build trust for sharing and 

collaboration

Cheaper, faster and 

better journeys

through our powerful 

proven collaboration 

model, allowing member 

companies to meet peers 

and share challenges

Consensus-driven 

means debates leading to 

understanding and 

creativity, so we can 

share, learn and build the 

best solutions together

This allows for cost reduction, lower waste, improved 

productivity, better environmental performance across 

the value change, better investment decisions and the 

cost of poor decisions avoided.

150+
member companies

1000s
leaders and subject 

matter experts

150
published papers, 

presentations and resources 

in the last 12 months

120+
global programs for change

There are currently 12 

Phorums providing a 

wealth of 

opportunities for 

companies to align 

their interests with 

similarly committed 

organizations.
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Why has BioPhorum been working on Platforms

• The challenge

• ICH, EMA and the US Congress have all published 

CMC guidelines in the last few years mention on the 

concept of ‘platform’, with contrasting definitions and 

applications

• This is leading to uncertainty and lack of full value 

realization of a potentially very powerful concept

• The solution developed through BioPhorum

• Clear definitions

• Articulation of benefits of using platform approaches 

• HOW to do it, the paper is a direct guide for implementation
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Why do it?

• Decreased costs, time, resources (personnel and material), 

and risks to technical and regulatory success 

• Applicability of a single procedure to multiple candidate 

product applications, reducing repetition and redundant 

development activities through historical knowledge and 

understanding

• Simplification of optimized commercial operations, from raw 

material sourcing to manufacturing processes to testing, 

resulting in enhanced product quality and compliance

• Demonstration of growing expertise and efficiency in the 

development of new products
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What is a platform?

A common or standard strategic approaches, technologies, or methods, 

that are incorporated or utilized across multiple products.  A platform is 

applied to a similar class of products (biologics), that are processed using 

similar principles for a similar outcome. Well-understood platforms may 

leverage data as a scientific bridging justification to support a platform 

claim for new product candidates

Platform technologies are applied to similar candidates and processed 

using similar principles, equipment, components, materials, attributes, 

parameters and conditions for a similar outcome, with confirmed repeatability 

of principles.  

When the method used for multiple products does not modify equipment, 

uses the same principles, equipment, components, materials, attributes, 

parameters and conditions for the same outcome, a platform technology 

becomes a platform method.  A platform components, materials, 

parameters, conditions or attributes between products.
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How to document a platform for regulatory acceptability?
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Value for the development of a new platform candidate

Cost, time, resources (personnel 

and material)

Key:

Prior knowledge - FREE
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Validation for the validation of a new platform candidate

Cost, time, resources 

(personnel and material)

Key:

Prior knowledge



Key takeaways and specific benefits to small companies

• Through using the platform approach:

• Prior knowledge applicable to similar products is documented in a systematic manner, 

based on Quality by Design principles, including development and validation activities

• Prior knowledge can come from own experience, regulatory guidelines, literature reviews, 

published standards or industry collaborations

• Development and validation activities are greatly reduced and limited to confirmation of fit of 

the new product to the platform

• Higher chance of development, regulatory and commercial success 
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Would you be the first ones to use the concept?  NO!!!

Does it work?  YES!!!

Key:
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Next steps

Your first reference: 

https://www.biophorum.com/download/platform

s-for-regulatory-cmc-the-necessary-definitions/

Please contact isabelle@biophorum.com for 

more details

https://www.biophorum.com/download/platforms-for-regulatory-cmc-the-necessary-definitions/
https://www.biophorum.com/download/platforms-for-regulatory-cmc-the-necessary-definitions/
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Phorum user guide and privacy policy

To read BioPhorum’s policies and 

procedures please see our 

Phorum user guide

To learn more about how we collect, 

keep, and process your private 

information, please view 

our privacy policy

https://www.biophorum.com/legals/
https://www.biophorum.com/privacy-policy/
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