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Your specialist in reimbursement, pricing and health
economics in the D-A-CH region

•Negotiation 
support (incl. 
Virtual Reality 
boot camp)

•Health 
economics

• Submission for 
reimbursement  
(G-BA, DiGA, BAG, 
HVB, …)

•Pricing and 
reimbursement 
strategy
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Global Value Dossiers: Master Dossier, Summary 
Dossier, Early Dossier
AMCP Dossiers
HTA Submissions
Value story workshops / Decks 
Objection Handlers
Publications and White Papers
Payer-facing materials/ tool kits

HTA-quality SLRs 
SLRs to HEOR Analytics

SLRs to support ITCs
LiveSLRTM Platform

Indirect Treatment Comparisons
Matched Adjusted Indirect Comparisons (MAIC)

Simulated Treatment Comparisons (STC)
Utility and Quality of Life Analyses

Endpoint Validation

Evidence Generation Plan
Protocol Review
PRO selection / strategy/ CTCAE strategy 
Global / Local Market Access Strategy

HTA EVIDENCE 
GENERATION

HEOR ANALYTICS & 
COMPARATIVE EFFECTIVENESS

VALUE COMMUNICATIONS

HE MODELS &
HTA SUBMISSIONS

Economics Models: CEA, CCM, BIM
US- OCMs & ICER support

Survival Extrapolation
Model Adaptations

HTA submissions 
Local Expert Validation

VALUE & ACCESS
PLANNING & STRATEGY

STRATEGIC EVIDENCE 
GENERATION
Burden of Illness / Epidemiology Literature Reviews
Strategic Literature Reviews + Publications
Strategic reviews of HTAs / Models / HE Evidence 
Early Value Framework - PRODUCT
Interactive GVD Library / PubTracker
Interactive GVD  Slide Deck/ Knowledge Book
Model Playbook



Questions welcome!

• Feel free to ask questions. After the presentation, we will 
have time for your questions. 

• Use either the Zoom chat function or the Q&A function to 
raise your questions or comments. 

• As always, slides will be provided afterwards, and the video 
will be published on our website. 
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US elections… the winner is Joe Biden!?

https://www.nytimes.com/interactive/2020/11/03/us/elections/results-president.html

https://www.nytimes.com/interactive/2020/11/03/us/elections/results-president.html


Joe Biden’s Vision…

https://www.youtube.com/watch?v=t_y0ElVR7Xs&feature=youtu.be

https://www.youtube.com/watch?v=t_y0ElVR7Xs&feature=youtu.be
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We have a president- and vice president-elect
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Inauguration date: January 20, 2021
Legal wrangling is unlikely to change the outcome, but may make the 
transition chaotic

How much can the president do alone?



Purple Squirrel Economics © 2020

13

Key elements of the Biden-Harris healthcare proposal
• “Protect and build on the ACA”

• “Affordable, quality healthcare in a less complex healthcare system”
• “Ensure healthcare is for all, not privileged few”

• “Stand up to abuse of power by prescription drug corporations”
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What are the insurance options for Americans?
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Age 65+Poverty 
or 
disability

Expensive Via ACA

https://sphweb.bumc.bu.edu/otlt/MPH-Modules/HPM/AmericanHealthCare_Paying/AmericanHealthCare_Paying_print.html
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“Protect and build on the ACA”

15

https://www.healthcare.gov/glossary/affordable-care-act/ and https://joebiden.com/healthcare/
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• Increase availability of affordable 

health insurance
• Provides consumers with 

subsidies (“premium tax 
credits”) lowering costs for 
households with incomes 
between 100% and 400% of 
the federal poverty level

• Expand Medicaid to cover all 
adults with income <138% of the 
federal poverty level
• Not all states have complied

• Support innovative medical care 
delivery methods designed to 
lower the costs of health care 
generally

B
id

en
-H

ar
ris

 p
ro

po
sa

l • How Biden plan builds on 
ACA:

• Access to affordable health 
insurance for all Americans 
through a public option
• Increase tax credits to reduce 

amount people pay for health 
insurance

• Ensure a cap of 8.5% of income 
spent on a “gold” health plan
• Cap is currently 9.86% for a 

“silver” plan
• “Gold” plan has lower 

deductibles and lower out-of-
pocket costs

• Expand Medicaid coverage for 
low-income people in states that 
have limited access to Medicaid

https://www.healthcare.gov/glossary/affordable-care-act/
https://joebiden.com/healthcare/
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More on healthcare access under Biden plan
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• Public option will negotiate prices with providers
• Stop “surprise billing” in which providers charge out-of-network 

rates for patients who can’t access in-network providers
• Use antitrust laws to increase competition within healthcare 

system
• Partner with HCPs to drive innovation and quality improvements 

and improve working conditions

“Affordable, quality healthcare in a less complex 
healthcare system”

• Expand access to contraception; protect abortion rights
• Reduce high maternal mortality rate, especially among Black 

women
• Ban healthcare discrimination on basis of gender, sexual 

orientation, gender identity, HIV status, etc. 
• Invest in community health centers
• Mental health parity and expanded mental healthcare access

“Ensure healthcare is for all, not privileged few”

https://joebiden.com/healthcare/

https://joebiden.com/healthcare/
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“Stand up to…prescription drug corporations”

17Decreased drug prices

Other 
measures 

and 
protections

Independent 
review 
boards

External 
reference 

pricing

https://joebiden.com/healthcare/

• Limit price increases to inflation for 
branded, biotech, and “abusively 
priced generic drugs”

• To participate in Medicare/public 
option, drugs may not increase 
prices beyond the general inflation 
rate

• Tax penalty on manufacturers that 
increase prices beyond inflation

• Allow consumers to import safe Rx 
from other countries

• Stop allowing pharma companies to 
tax-deduct the costs of advertising

• Improve the supply of quality generics
• Accelerate development of safe 

generics

https://joebiden.com/healthcare/
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Drug price negotiation in the Biden plan
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Manufacturers historically have relatively 
few controls applied to US pricing
Biden plan introduces several 
mechanisms for price controls:

Repeal existing law that bars 
Medicare from negotiating lower 
prices with drug companies

Novel drug with no 
competition

Establish 
independent 

review board to 
determine 

“reasonable price”

Drug available 
outside of US?

Board recommends 
reasonable price 

based on external 
reference pricing

Drug launching first 
in the US?

Board recommends 
price based on its 

own evaluation

Reasonable price = price 
that Medicare and public 
option will pay

Private plans can access a 
similar price IF they 
participate in the individual 
marketplace (“exchanges”)

https://joebiden.com/healthcare/

https://joebiden.com/healthcare/
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External reference pricing 
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External reference pricing has not 
historically been used in the US

Trump (Sept 2020 executive order), 
Biden (proposed plan) favor ERP

US often is the first launch site
US drug prices are about 3 to 4 times 
higher than in the UK, Japan, and 
Canada, after rebates are accounted for, 
with some drugs up to 70 times more 
expensive
If Medicare alone adopted external 
reference pricing, could save an 
estimated >$70 billion

https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2018.05207?journalCode=hlthaff&
https://www.whitehouse.gov/presidential-actions/executive-order-lowering-drug-prices-putting-america-first
https://www.politico.com/newsletters/prescription-pulse/2020/03/10/biden-and-sanders-far-apart-on-drug-pricing-488528

https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2018.05207?journalCode=hlthaff&
https://www.whitehouse.gov/presidential-actions/executive-order-lowering-drug-prices-putting-america-first
https://www.politico.com/newsletters/prescription-pulse/2020/03/10/biden-and-sanders-far-apart-on-drug-pricing-488528
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Independent review board: expanding role of ICER?
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Biden proposal includes independent review board for Medicare drug pricing 
negotiations
US payer experts consider ICER to be well-positioned to take on such a role

https://www.healtheconomics.com/industry-news/the-emergence-of-icer-in-american-pharma

Is ICER ready to serve to review all 
technologies?  Are ICER methods appropriate?

Capacity? 

Expertise? Transparency? 

Process?  Authority? 

Consistency? Influence? Budget?  

Outside US, perception is that ICER is independent and trying to follow UK—
bring into perspective that ICER isn’t quite there yet

German vs. UK Model? Value-based or QALY? 

Methods? 

https://www.healtheconomics.com/industry-news/the-emergence-of-icer-in-american-pharma
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Other legislation to watch
• 21st Century CURES 2.0

• PDUFA VII
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CURES 2.0 updates
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• Public health and pandemic 
preparedness

• Caregiver integration
• Patient engagement in health 

care decision-making
• Diversity in clinical trials
• FDA modernization
• Medicare & Medicaid 

modernization

• Accelerate product development 
with faster, more efficient 
innovation

• Authorized $500 million over 9 
years to help FDA to implement 
the law

• Includes patient experience data, 
patient-focused drug 
development guidance, novel 
clinical trial designs and RWE

21st century CURES Act: 
Dec 2016

CURES 2.0: currently up 
for discussion

https://degette.house.gov/media-center/press-releases/degette-upton-unveil-next-steps-for-21st-century-cures-20
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PDUFA VII
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• Stakeholder discussions are ongoing
• Needs to be passed by Q3 2022

• Pharma industry has requested more 
predictable and timely engagement 
and better communication during 
drug development

• Greater support on incorporating 
RWE in FDA decisions

• COVID-19 experience is shaping the 
discussion:

• Greater flexibility and consideration 
of decentralized trials, digital 
engagement

• Reauthorization of the Prescription Drug 
User Fee Act (PDUFA)

• Provides FDA with the necessary 
resources to maintain a predictable 
and efficient review process for 
human drug and biologic products

• Ensures that FDA will continue to receive 
a source of stable and consistent funding 
during fiscal years 2018-2022

• Will allow FDA to fulfill its mission to 
protect and promote public health by 
helping to bring to market critical 
new medicines for patients

Food and Drug Administration 
Reauthorization Act (FDARA) 
(August 2017)

PDUFA VII, which is currently 
under discussion, will cover 
2023 through 2027

https://www.fda.gov/media/140837/download
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Impact of COVID-19 on US healthcare
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COVID-19 (regardless of legislation)
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§ US unemployment rates are at 6.9 as of October 2020. The rise in unemployment is leading to: 
§ Increase in Medicaid enrolment
§ Decline in private payer enrolment  

§ Medicaid enrollment is increasing in 2020 due to COVID-19, with  4.3 million or 6.1% increase 
just between Feb and July 20201

§ 2021 will bring additional strain on Medicaid budgets and may offer Medicaid an  ability to negotiate 
pricing – definite pressure for high-priced branded launches

§ As a heavily private insurance country, an economic shock due to COVID not only destroyed 
jobs, but also destroyed access to health coverage.

§ Private payers will have smaller budgets when 
they are evaluating expensive drugs 
(PMPM just got larger)

1. 
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How might US changes impact the situation in EU?



Discussion on reference basket in the US

https://freopp.org/what-medicare-can-learn-from-other-countries-on-drug-pricing-bf298d390bc5

https://freopp.org/what-medicare-can-learn-from-other-countries-on-drug-pricing-bf298d390bc5


Potential impact on Europe?

Source: Rémuzat, MAHP 2013



Why should the US be important? No country
uses the US as a reference

Source: Rémuzat, MAHP 2013



America first – still true for launch sequence?

https://www.washingtonpost.com/news/worldviews/wp/2017/01/23/what-a-trump-doctrine-might-look-like-if-theres-one-at-all/

https://www.washingtonpost.com/news/worldviews/wp/2017/01/23/what-a-trump-doctrine-might-look-like-if-theres-one-at-all/


US trumps Europe

https://efpia.eu/media/413006/the-pharmaceutical-industry-in-figures.pdf

https://efpia.eu/media/413006/the-pharmaceutical-industry-in-figures.pdf


… but prices in few countries still high

https://freopp.org/what-medicare-can-learn-from-other-countries-on-drug-pricing-bf298d390bc5

https://freopp.org/what-medicare-can-learn-from-other-countries-on-drug-pricing-bf298d390bc5


Scenario thinking… What if…



Or maybe…

…



Downward spiral upcoming?!



Questions?


