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What we know



What we know

Clinical development (CD) takes around 7,5 -12 years

From 5 IND entering into CD only 1 will be approved

Development costs rising, currently between USD 161M – USD 2B 

Inefficient patient recruitment (80% of trials fail to meet recruitment 
timelines)

Patient retention problems (~30% drop-out)

New approaches (gene therapy, cell therapy, personalised medicine) 
create  new challenges
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https://www.asco.org/research-progress/clinical-trials/clinical-trial-resources/basic-
requirements-starting-research-site



/// Bayer 16:9 Template Chart Pool /// December 20175

The Lengthy, Costly, and Uncertain Biopharmaceutical Research 
and Development Process

Sources: PhRMA adaptation based on DiMasi JA, Grabowski HG, Hansen RW. Innovation in the pharmaceutical industry: new estimates of R&D costs. 
J Health Economics . 2016;47:20-33; DiMasi, JA, Grabowski HG, Hansen RW; Tufts Center for the Study of Drug Development. Innovation in the pharmaceutical industry: new estimates of R&D costs. In: Briefing: 
Cost of Developing a New Drug. http://csdd.tufts.edu/files/uploads/Tufts_CSDD_briefing_on_RD_cost_study_-_Nov_18,_2014..pdf. Published November 18, 2014. Accessed April 2016; US Food and Drug 
Administration. US Food and Drug Administration drug approval process. http://www.fda.gov/downloads/Drugs/ResourcesForYou/Consumers/UCM284393.pdf. Accessed April 2016
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Trial costs by Phase 
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Barriers to Clinical Trials

High finantial cost

Lengthy timelines

Difficulties in recruiting and retaining patients

Increasing competition for qualified investigators and sites 

Regulatory and administrative barriers

Drug sponsor imposed barriers 

Disconect between clinical research and medical care

Barriers at academic institutions

Barriers related to the globalization of CTs  
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Barrier mitigation strategies 
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Trends in Clinical 
Validation
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Patient centricity 

Trends in Clinical Validation
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Early involvement of patients/patient 
associations

Get patient’s input regarding CT endpoints and 
its relevance for patients

Get patient’s input into Informed Consent and 
other trial documents

Involve Patient’s Associations in the 
dissemination of available CTs for that 
therapeutic area

Publication of Lay Summary with CT results

Improve patient’s experience during CT 
(telemonitoring, securing transportation, home 
visits by nurses, telemedicine, etc) 
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Trends in Clinical Validation
Transparency – results posting and CT Lay Summary publication
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/2017_01_26_summaries_of_ct_results_for_laypersons.pdf



Trends in Clinical Validation
Artificial inteligence 

“Testing new drugs is a slow, expensive, and manual 
process. Artificial intelligence has the potential to 
disrupt every stage of the clinical trials process —
from matching eligible patients to studies to 
monitoring adherence and data collection.”
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In The Future Of Clinical Trials: How AI & Big Tech Could Make Drug Development Cheaper, Faster, & More Effective
https://www.cbinsights.com/research/clinical-trials-ai-tech-disruption/#pharma
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Trends in Clinical Validation
New kids on the block – Apple and Google
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https://mobisoftinfotech.com/resources/blog/apple-research-kit-revolutionizing-medical-research-clinical-trials/
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Key success factors
Our own experience@Bayer …
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Clinical Trials @ Bayer PT
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Key success factors
Excellent Protocol and Site feasibility

Protocol feasibility

Site feasibility

Combined feasibilities 

Based on:  
Intelligent site analytics
Country knowledge about investigators and sites
Input from Clinical Operations Country Unit/Medical Affairs 
Professional and data driven feedback from Centers 
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A robust and thorough 
feasibility is a key element to 

implement a CT! 
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Identifying the Best Hospitals for Our Clinical Studies
Clinical Feasibility

Database Knowledge

On-Site Experiences



Key success factors 

Well designed CD program that meets the Target Product Profile – get Scientific Advice and 
protocol assistance from Authorities, input from Patients

Statistically robust

Consider adaptative, basket or umbrella trials and need for a Pediatric Investigation Plan

Adaptive designs can make clinical trials more flexible by utilising results accumulating in the trial to 
modify the trial’s course in accordance with pre-specified rules.

Umbrella Trial: Umbrella trials (or studies) have many different treatment arms within one trial. People 
are assigned to a particular treatment arm of the trial based on their type of cancer and the specific 
molecular makeup of their cancer.

Basket Trial: Basket trials (or studies) test the effect of one drug on a single mutation in a variety of 
tumor types, at the same time. These studies also have the potential to greatly increase the number of 
patients who are eligible to receive certain drugs relative to other trials designs.
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Key success factors 

Access to apropriate population and investigators/sites with professional and dedicated CT 
teams at the sites

Quality control
Harmonization of trial procedures
Central labs 
Avoid audit or inspection issues

Putting patient’s safety first (Independent Data Monitoring Committee)

Making expedite decisions
Interruption of a trial due to superiority, inferiority, futility or safety

Prioritize the patient experience (patient’s input, securing transportation, telemonitoring, 
PROs, etc)

Correct budgeting considering all possible costs
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Main achievements @ Bayer Portugal  

World top recruiter center in a diabetic 
nephropathy CT

1st Pediatric trial in 2018

1st Phase 1 trial in 2019

Infarmed award to the partnership 
between Bayer and IBET in drug 
research (Jan 2019)
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At the end … it’s all about people! 
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Robust, dedicated and proficient clinical 
operations team or CRO

Dedicated, professional, site team

Regulatory and CEC support 



Site Management Team @ Bayer
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Thank you! 

Any questions?
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