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2003-2005

2005-2009

2009-2010

2007-2012

2009-2012

2012-2018
Near Patient Testing Unit:
Point of Care IVD Development, 
Manufacturing & Commercialization

MDx and CDx Unit:
Companion Diagnostics Development

Certican Drug GPT:
TM Representative for Drug Development
and TDM IVD Assay Development

IMI SAFE-T Consortium Director:
Clinical Biomarker Qualification

Novartis – FDA Collaboration:
Biomarker Development & Regulatory Affairs

Research Scientist at Roche:
“Omics” and Big Data Analytics

15 Years Experience in IVD and 
Drug Development 2



1. Innovation
2. Collaboration
3. Implementation
4. Leadership



1. Innovation 4



Implementation of Advanced Data 
Analytics as Research Scientist at 
Roche (2003-2005)

Implementation of advanced data analytics for –omics 
data with multivariate and AI technologies. 

Published innovative methods became industry standard
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Leading the Novartis – FDA Collaborative Research and 
Development Agreement to establish regulatory 
pathways for biomarkers; 2016 implemented into law 
in the FD&C Act

6

2005

2016
Leadership of the program for 
establishing new regulatory 
pathways for new innovative 
tools for drug development 
(2005-2009) resulted in the 
implementation of the proposals 
into US law 2016



Leading the Publication of 
Consortium and Biomarker Activities

Nature Biotechnology Special Issue with 12 articles (5/2010)
http://www.nature.com/nbt/focus/pstc/index.html
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Successfully led the science behind several 
kidney biomarkers and scientific activities 
of the PSTC Consortium later published in 
multiple articles in Nature Biotechnology
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Driver of a wide spectrum of projects 
across all Phases of Drug-, CDx-, IVD- and 
Biomarker-Development
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Undisclosed



2. Collaboration 9



Founder of the IMI SAFE-T 
Consortium

• Co-founder and first Director
of the first Consortium of the
Innovative Medicines
Initiative (IMI)

• Raised 36M € Budget
• Consortium obtained

qualifcitation of several
safety biomarkers as drug
development tools
(EMA and FDA)
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First Successful Biomarker Qualification
with EMA, FDA, PMDA (2005-2009) 11

Drove the C-Path PSTC 
Consortium activities 
leading to the first-
ever approval of 
biomarkers by FDA, 
EMA and PMDA



Several Successful Due Diligences and 
Deals, e.g Google – Alcon Deal 12

Successful due diligences led to 
the in-licensing of multiple 
projects in the area of IVD and 
personalized medicine, e.g. the 
Google – Alcon (Novartis) Deal



Collaboration with the Bill and 
Melinda Gates Foundation 13

Initiated and drove a 
collaboration with BMGF 
resulting in successful 
development of point of 
care tests for Ebola and 
hs-Malaria (RUO, 
successfully evaluated in 
the Marburg BSL-4 labs)

Picture taken on November 10, 2014 



3. Implementation 14



Core Member of Novartis Drug Teams in
Transplantation and Nephrology with
Several Phase II-IV Studies and Approvals
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Drove Personalized Medicine 
Aspects (e.g. TDM assays) leading 
to the approval of the Drug 
CerticanTM/ZortressTM in several 
indications



Core Member of the Novartis MDx and CDx
programs to develop Companion Diagnostics 
Tests to support  Novartis drugs
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Development of Companion 
Diagnostics and 
Complementary IVD Tests with 
IVD partners to Support the 
Novartis Drug Portfolio



Launch of the first IVD Test and IVD 
Platform developed by Novartis Pharma 17

Full Press Release at:
https://www.novartis.com/news/media-releases/new-novartis-point-care-nijitm-
system-may-provide-earlier-diagnosis-severe

Successful implementation 
of business proposal from 
ideation to development 
and launch of the NijiTM

Point of Care Platform and 
Total IgE test to support 
the Novartis drug 
“XolairTM”.
Development of hardware,  
firmware / software and 
reagents / cartridges 
under design control.



Rolling out the Niji Point of Care IVD 
Platform and First IVD Test (Total IgE) 18

Initiated and executed the development of multiple Point of Care IVD 
programs and launch of the first IVD test in several countries

Pictures taken at the ERS yearly meeting in London, 
September 5,2016



4. Leadership 19



Acquisition of Biotech Company 
Vivacta and Integration into Novartis 
as NPT (Near Patient Testing)
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Created the business case for the acquisition and obtained support 
and funding from Novartis Leadership



Leading the Transforming of the Small Biotech
into an ISO-13485 Certified Novartis Site in Kent 
for Development, Manufacturing and 
Commercialization of IVD Tests 
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Established all line-functions and 
processes to research, develop, 
manufacture (GMP) and 
commercialize IVD test with full 
ISO-13485 Certification starting 
with a 35-associates biotech 
company.

Pictures of the Novartis NPT facilities in Sittingborne, Kent, UK.
Top picture: Development (left) and manufacturing facilities (right)
Bottom picture: Research facilities (right) and supporting functions (middle)



Leading the Transformation of NPT after Strategic 
Decision of Novartis to Exit IVD Business: 
Decommissioning, Transfer, Out-licensing, Closure
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Leading the closure, 
decommissioning, 
transfer and out-
licensing of NPT 
technologies and the 
Novartis Kent site



The horizon leans forward, 
offering you space to place 

new steps of change

Frank Dieterle, PhD

contact@frank-dieterle.de

http://www.linkedin.com/in/frank-dieterle
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“

” Maya Angelou

Picture taken above Zermatt, Switzerland (April 14, 2016 by Frank Dieterle) 


	�Making an Impact through Innovation, Implementation, Collaboration and Leadership
	15 Years Experience in IVD and Drug Development
	1. Innovation�2. Collaboration�3. Implementation�4. Leadership
	1. Innovation
	Implementation of Advanced Data Analytics as Research Scientist at Roche (2003-2005)
	Leading the Novartis – FDA Collaborative Research and Development Agreement to establish regulatory pathways for biomarkers; 2016 implemented into law in the FD&C Act
	Leading the Publication of Consortium and Biomarker Activities 
	Driver of a wide spectrum of projects across all Phases of Drug-, CDx-, IVD- and Biomarker-Development
	2. Collaboration�
	Founder of the IMI SAFE-T Consortium 
	First Successful Biomarker Qualification with EMA, FDA, PMDA (2005-2009)
	Several Successful Due Diligences and Deals, e.g Google – Alcon Deal
	Collaboration with the Bill and Melinda Gates Foundation
	3. Implementation�
	Core Member of Novartis Drug Teams in�Transplantation and Nephrology with Several Phase II-IV Studies and Approvals
	Core Member of the Novartis MDx and CDx programs to develop Companion Diagnostics Tests to support  Novartis drugs
	Launch of the first IVD Test and IVD Platform developed by Novartis Pharma
	Rolling out the Niji Point of Care IVD Platform and First IVD Test (Total IgE)
	4. Leadership�
	Acquisition of Biotech Company Vivacta and Integration into Novartis as NPT (Near Patient Testing)
	Leading the Transforming of the Small Biotech into an ISO-13485 Certified Novartis Site in Kent for Development, Manufacturing and Commercialization of IVD Tests 
	Leading the Transformation of NPT after Strategic Decision of Novartis to Exit IVD Business: �Decommissioning, Transfer, Out-licensing, Closure
	The horizon leans forward, offering you space to place new steps of change

