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http://amr-review.org

“I call on the governments of 

the richest countries to 

mandate now that by 2020, 

all antibiotic prescriptions will 

need to be informed by up-to-

date surveillance  information 

and a rapid diagnostic test 

wherever one exists.”

AMR Review May 19, 2016 – Tackling Drug-
Resistant Infections Globally: final report and 

recommendations For Dx: UK AMR Diagnostics 
Collaborative

“… be able to report 

on the percentage of 

prescriptions 

supported by a 

diagnostic test or 

decision support tool 

by 2024.“

There has been very little progress on the review’s 

central and most expensive recommendations for 

transforming research and development incentives for 

antibiotics, vaccines and diagnostics.

Review of Progress on Antimicrobial Resistance: Background and Analysis, Charles Clift, 
Centre on Global Health Security | October 2019, Chatham House

There has been very little progress on the review’s 

central and most expensive recommendations for 

transforming research and development incentives for 

antibiotics, vaccines and diagnostics.

Review of Progress on Antimicrobial Resistance: Background and Analysis, Charles Clift, 
Centre on Global Health Security | October 2019, Chatham House



Variability of Antibiotic Prescription for Febrile Children 

Antibiotic prescription for febrile children in European emergency departments: a cross-sectional, observational study. van de Maat J, van de Voort E, Mintegi S, Gervaix A, Nieboer D, Moll H, Oostenbrink R; Research in European Pediatric Emergency Medicine 
study group. Lancet Infect Dis. 2019 Feb 28. pii: S1473-3099(18)30672-8

https://www.theguardian.com/society/2013/jun/25/a-and-e-emergency-medicine



European Centre for Disease Prevention and Control. Survey of healthcare workers’ knowledge, 
attitudes and behaviours on antibiotics, antibiotic use and antibiotic resistance in the EU/EEA. 
Stockholm: ECDC; 2019.

Diagnostic 
uncertainty leads 
to antibiotic use



The Diagnostic Spectrum in Clinical Microbiology

Phenotypic 

• Gram staining

• Culture

• Biochemistry

Non phenotypic

• Immunoassays

• Molecular

• Mass Spec

• Imaging

• Sequencing

Host Response 

• Biomarkers

• Gene expression

Specimen - Culture
Whole Blood - Blood Culture

Automation, Integration, Sample to Answer
ID, ID/AST, AMR

Lab - POCT



www.biocartis.com

Some Molecular Diagnostic Systems 
in Use or With Potential for Infectious Disease Diagnostics 

www.curetis.comwww.molecular.roche.com www.check-points.com

www.optigene.com

www.alere-i.com www.alere.com

www.quantumdx.com

www.daktaridx.com

www.quidel.com

www.mybinxhealth.com

www.stat-dx.com

www.cepheid.com

gbscience.comwww.bigteclabs.com

www.biomerieux-diagnostics.com

www.drw-ltd.com

spindiag.de

www.nanosphere.com

www.genmarkdx.com

www.bosch-vivalytic.com

www.chipcare.ca

www.rheonix.comwww.dnae.co.uknanoporetech.com www.corisbio.com

www.genepoc-diagnostics.com

www.genefluidics.com

www.meridianbioscience.comwww.luminexcorp.com www.twistdx.co.ukwww.blink-dx.com

www.mobidiag.com

www.cubedlabs.com www.genedriveplc.com www.ivd-plattform.de



AMR Dx Global Network

• Addressing Barriers for Development and Implementation of 
Rapid Diagnostics to Tackle AMR � Teaching and Training

• Visit our survey:

https://edin.ac/2Qk37Vb

https://edin.ac/376Vd7N



WHO AMR Diagnostics TPP Public Consultation

http://www.who.int/news-room/detail/15-05-2018-first-ever-who-list-of-essential-diagnostic-tests-to-improve-diagnosis-and-treatment-outcomes

Target Product Profile for a Multiplex Platform for 
Identification and Resistance Testing/AST of
Prioritized Bacterial Pathogens

Target Product Profile for a Platform to Detect 
Phenotypic Antimicrobial Susceptibility of
Prioritized Bacterial Pathogens to Facilitate Antibiotic 
Stewardship



Antibiotics in Development 2018

https://www.pewtrusts.org/en/research-and-analysis/data-visualizations/2019/five-year-analysis-shows-continued-deficiencies-in-antibiotic-development



https://beam-alliance.eu/pipeline/



Companion Diagnostics

A companion diagnostic is a diagnostic test (Dx) which helps a
therapeutic (Rx) product to meet their labelled safety and effectiveness 
claim  

Dx Rx
Efficacy
Safety



Companion Diagnostics (CDx) and personalized Medicine, Rolf Thermann, TÜV Rheinland LGA Products GmbH, LISAvienna Business Treff Regulatory Konferenz für Medizinprodukte und IVD
Wien, 06.11.2018



Interface between medicinal product and medical devices development - Update on EMA implementation of the new medical devices legislation Combined medicines and devices developments SME info day, 26 
October 2018 Presented by Armin Ritzhaupt & Ivana Hayes Regulatory Affairs Office, Scientific and Regulatory 



Enriching the Clinical Trial Sample for Likely Responders Reduces Trial Size 

Independent review on anti-microbial resistance; regulation-innovation interactions and the development of Antimicrobial drugs and diagnostics for human and animal diseases main report Joyce Tait, Ann Bruce, 
James Mittra, John Purves and Jack Scannell,  Innogen Institute 2014

New Antibiotic X 
against pathogen 
A (pneumonia)

If only 12.5% 
responders

800

6400







https://www.finddx.org/amr/companion-dx-gono/

Axxin, DCN Dx

Nov 2018



Rapid Diagnostics targeting AMR

Therapy 
Decision

Patient 
Management

Surveillance Drug 
Development



Drug Diagnostics Partnering
A Chance to Tackle AMR? 

Opportunities
Challenges


