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Increased need for cost-containment 
mechanisms while allowing access

Payers are under increased pressure to fund innovative new 
medicines globally

Approval of innovative 
drugs which significantly 
improve outcomes

Expedited approvals and 
demand for fast access

Stretched healthcare 
budgets resulting from 
aging population, 
changing demographics 
and longer survival or 
treatment times
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United States
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The demand for value-based pricing grows as drug spending 
continues to soar in the US

Growing demand for 
value-based pricing

Increased public and 
government scrutiny over 

drug prices

Rising drug spending
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Drug prices and pharmaceutical spend has risen significantly in the 
United States

Source: CMS, 2019

• Spending on prescription drugs 
has risen rapidly over the past 
decades

• Branded drug prices have nearly 
doubled since 2008

• Costly new specialty drugs have 
been a major driver of a recent 
spike in health spending

• Beneficiaries out-of-pocket 
costs are often unaffordable
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The demand for value-based pricing grows as drug spending 
continues to soar in the US

Growing demand for 
value-based pricing

Increased public and 
government scrutiny over 

drug prices

Rising drug spending
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President Donald Trump has vowed to intervene and tackle 
rising drug spending

May 2018 Blueprint identified four main challenges -

2) Lack of negotiating power for government programs

3) European governments “free-loading” off US investment in pharmaceutical innovation

4) High out-of-pocket costs for beneficiaries

1) High drug list prices
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Medicare Advantage 
Part B plans allowed 

to impose step 
therapy restrictions 
and negotiate prices 
with pharmaceutical 

manufacturers

Passed: 2018

2

Several drug pricing reforms have been proposed over the 
year, the impact of which are currently unknown 

Removing ability of 
PBMs to negotiate 

rebates with 
manufacturers for 

Medicare Part D and 
Medicaid-managed 

drugs.

Proposed: February 2019

4 Insurance companies 
permitted to exclude 

and restrict the 
reimbursement of 

therapies in Medicare 
Part D protected 

classes

Proposed: 2019

5

Prohibition of 
pharmacy gag clauses 
which bar pharmacies 
from telling patients 
about less expensive 

treatment options

Passed: September 2018

1 “International price 
indexing” of 

Medicare Part B 
therapies to 

European markets

Proposed: October 2018

3
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International Price Indexing (IPI) is one of the most extreme 
proposals by the Trump Administration

IPI Medicare 
Part B products 
against prices 

in Europe 

HHS and CEA 
have accused 
EU nations of 
“freeloading” 

off high US 
drug prices

Reference Part 
B prices to 
those in 14 

other 
developed EU 

countries

Proposed in 
October 2018 

What? Why? How? When?



Pharma intelligence | informa13

However… the proposal has been met with significant 
criticism, and payers are sceptical it will be introduced

Reduced access to drugs in the 
United States

Higher list prices in Europe, but 
higher rebates also

Overly simplistic way to introduce 
value-based pricing through the 
“back-door”

“There is really very little 
said about actual value. 
It basically says oh, we 
are just going to accept 
the evaluations that are 
created by other entities, 

whether they have a 
different set of values, 

whether it is a bigger or 
smaller problem in their
country, and it does not 
really reflect what we 
are doing here in the 

States.”

US payer
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Prohibition of 
pharmacy gag clauses 
which bar pharmacies 
from telling patients 
about less expensive 

treatment options

Passed: September 2018

1

Removing ability of 
PBMs to negotiate 

rebates with 
manufacturers for 

Medicare Part D and 
Medicaid-managed 

drugs.

Proposed: February 2019

4 Insurance companies 
permitted to exclude 

and restrict the 
reimbursement of 

therapies in Medicare 
Part D protected 

classes

Proposed: 2019

5

“International price 
indexing” of 

Medicare Part B 
therapies to 

European markets

Proposed: October 2018

3Medicare Advantage 
part B plans allowed 

to impose step 
therapy restrictions 
and negotiate prices 
with pharmaceutical 

manufacturers

Passed: 2018

2

Several drug pricing reforms have been proposed over the 
year, the impact of which are currently unknown 
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There seems to be true bipartisan support for increased 
transparency within the rebate system

Eliminate rebates 
between payers, 

PBMs and 
manufacturers for 
Medicare Part D 

drugs

Increase 
transparency in 

the supply chain, 
and encourage 
discounts to go 

directly to 
patients

PBMs would get a 
flat fee from 

manufacturing 
companies for 
including drugs 
on their plans, 

rather than 
negotiating 
rebates and 

discounts with 
manufacturers

Proposed in 
February 2019

What? Why? How? When?
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The impact of eliminating rebates is currently unknown

Medicare and Medicaid beneficiaries with high drug 
costs are likely to benefit from these reforms

Premiums may increase for all beneficiaries as 
plans stop applying manufacturer rebates to 
reduce these payment obligations

Unclear whether manufacturing companies will lower 
drug list prices in accordance with savings
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The demand for value-based pricing grows as drug spending 
continues to soar in the US

Growing demand for 
value-based pricing

Increased public and 
government scrutiny over 

drug prices

Rising drug spending
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The demand for value-based pricing grows as drug spending 
continues to soar in the US

Lack of formal HTA 
or reimbursement 

body

Reduced ability for 
payers to negotiate 
drug prices in high-
impact indications

Soaring US drug 
spending

Increasing demand for manufacturing companies 
to justify the costs of their therapeutics based on 

the patient benefits they provide 
(Value-Based Pricing)
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Outcomes-based contracts are the main value-based pricing 
mechanisms utilised so far

Mutually agreed-upon timed 
measures or clinical 
performance scores

If outcomes are not 
met…

Companies are 
either not 

reimbursed, or are 
only partially 
reimbursed

Drug Manufacturer Payer Disease area Outcome metric Date

Entresto Novartis Aetna CHF Additional rebate given if the drug does 
not achieve the heart failure 
admissions reductions it achieved in 
clinical trials

May 2016

Repatha Amgen Harvard 
Pilgrim

Hyper-
cholesterolemia

Full refund if the patient has a heart 
attack or stroke

June 2017

Januvia/ 
Janumet

Merck & Co Cigna Diabetes Rebates given if a specified A1c blood 
sugar level is not met in the patient 
population. The agreement is also 
contingent on good adherence.

April 2009

Examples of publicly disclosed Outcomes-Based Contracts in the U.S
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However, payers are not yet convinced of their value

“These OBC’s do not save money, it is really 
a pretence, […] if they think the drugs

are overpriced, rather than create this crazy 
value-based pricing exercise to reduce
the cost a little bit, just reduce the cost 

upfront and save everybody all the work.”

US payer

• Many payers view these deals as little more than 
positive public relations exercises from Pharma

One exception seems to be curative therapies
Payers consider OBC’s to be valuable for potentially curative treatments such as cell and gene 
therapies due to their:

“[OBCs] are a reasonable and fair approach 
to take… if we are going to spend $850,000
on a treatment, we need some assurance it 

is going to work… and should not be
paying a significant expense for a patient 
when the product actually did not work.”

US payer

• Payers want to see evidence that OBCs create value 
savings that outweigh their administrative costs, or 
savings that could be generated through simple 
rebates.

• Uncertainties around efficacy and safety at launch 
(immature data)

• Relatively small patient populations

• High upfront costs
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The influence of ICER is growing in the US

• Non-governmental agency

However, certain hurdles prevent widespread adoption

Lack of 
assessments for 

all drugs
Delays in report 

publishing

Methodology/ 
transparency 

issues

Non-
government/ 

non-regulated
agency

ICER primarily has an 
indirect influence on drug 

pricing as companies 
increasingly seek to avoid 
the negative publicity they 

tend to get if their product is 
judged to be overpriced

• Assesses the value a drug brings to patients and the healthcare 
system, calculating a value-based price benchmark range

• Advisory role only
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Exception: CVS Caremark have begun utilizing 
ICER reviews on a more formal basis

What?
• CVS Caremark is excluding therapies from its self-insured plans with a price, determined 

by ICER, to be above $100,000 per QALY

Impact?
• Significant, considering the size of the PBM and the recent merger with Aetna

Criticism?
• Arbitrary nature of the $100,000 per QALY threshold
• Incentivizes manufacturing companies to launch drugs at the maximum cost-effective 

price
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Five Major EU 
markets
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European payers are under unprecedented financial pressures

Payers are under pressure to 
provide access with limited 

funding

High priced drugs often have 
limited clinical data

Demand for lifesaving 
medicines is high

Regulators continue to rapidly 
approve medicines
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EU payers use multi-pronged approach to address financial 
pressures

Growing HTA 
reach

Increased pricing 
controls

Cost 
containment 

tools

• Increasing number of drugs are subject to HTA

• Criteria for HTA assessments are being tightened

• Payers pursue increasingly tough price negotiations

• Pricing freedom is narrowed in markets with free 
pricing

• Launch of lifesaving innovative medicines requires 
use of new budget impact management tools
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HTA reach in Europe grows as criteria become increasingly 
restrictive

Country France Germany Italy Spain UK

Reach No major change

Increasing: Hospital 
drugs and some pre-
AMNOG active 
ingredients are now 
subject to G-BA 
benefit assessments

No major change

Increasing: More 
drugs assessed via 
IPTs nationally and 
regional and local 
assessments

Increasing: NICE now 
assessing all cancer drugs 
and ultra-orphan products

Mechanics

Increasingly restrictive: 
SMR score ‘important’ or 
‘major’ and ASMR  I–III 
required for hospital drugs 
to access the ‘list en sus’ if 
their comparator does not 
feature on the schedule

No major change

Changing: AIFA uses 
new innovation 
algorithm to assess new 
drugs

No major change

Increasingly restrictive:
Standard NICE ICER 
threshold applies for 
oncology drugs eligible for 
CDF inclusion. Sliding, 
QALY-based ICER threshold 
being applied to ultra-
orphans to determine NHS 
commissioning

Outcomes
Increasingly restrictive: 
High ASMR scores (I–III) are 
increasingly elusive

Increasingly 
restrictive: More 
aggressive pricing 
negotiations for 
drugs with low 
added benefit 
ratings

Changing: Seven of the 
first 11 products 
assessed using the new 
algorithm were declared 
‘non-innovative’

Increasingly 
restrictive: 
regional and local 
assessments use cost 
effectiveness which 
then inform both 
reimbursement and 
clinical practice

Increasingly restrictive: 
NICE reject standard NHS 
funding for more drugs not 
meeting ICER threshold 
unless manufacturers 
concede on price
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AIFA’s new innovation algorithm determines favorable funding

CRITERIA STATUS AND COMMERCIAL 
OUTLOOK

RA
TI

N
G

S

UNMET THERAPEUTIC 
NEED

ADDED THERAPEUTIC VALUE QUALITY OF 
EVIDENCE

AIFA DESIGNATION AND FUNDING 
BENEFITS

MAXIMUM
No therapeutic option

MAXIMUM
More efficacious/curative

than alternatives
HIGH

INNOVATIVE
For 36 months: 
• Immediate regional formulary inclusion
• Funding through innovative drugs fund
• Exempt from payback mechanisms

IMPORTANT
Absence of alternatives with 

relevant clinical impact

IMPORTANT
More efficacious or better benefit to 

risk ratio than alternatives

MODERATE
Uncertain safety or clinical 

impact of alternatives

MODERATE
More efficacious in subpopulations 

compared to alternatives or trial used  
surrogate outcomes

MODERATE
CONDITIONALLY INNOVATIVE

For 18 months: 
• Immediate regional formulary inclusion

POOR
Available alternatives with high 

impact outcomes

POOR
Minimal greater efficacy than 

alternatives or trial used irrelevant 
clinical outcomes

LOW NOT INNOVATIVE
None

ABSENT
Available alternatives with 
disease modifying impact

ABSENT
Not as efficacious as alternatives VERY LOW

Source: AIFA (nd) Criteri Per La Valutazione Dell’Innovativita. Available from: http://www.aifa.gov.it/content/elenco-aggiornato-farmaci-innovativi-0

⬛ Innovative ⬛□ Conditionally Innovative     ⬛ Not Innovative

http://www.aifa.gov.it/content/elenco-aggiornato-farmaci-innovativi-0
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Added therapeutic value is key to gaining innovative status

CRITERIA
DRUG + INNOVATIVE 

STATUS
UNMET THERAPEUTIC 

NEED
ADDED 

THERAPEUTIC VALUE
QUALITY OF 
EVIDENCE INDICATION

Mavyret IMPORTANT IMPORTANT MODERATE Hepatitis C 

Oxervate IMPORTANT IMPORTANT LOW Neurotrophic keratitis

Spinraza MAXIMUM IMPORTANT LOW Spinal muscular atrophy

Ibrance + AI MODERATE MODERATE MODERATE Breast cancer

Darzalex IMPORTANT MODERATE LOW Multiple myeloma

Ibrance + fulvestrant IMPORTANT POOR MODERATE Breast cancer 

Ocaliva MAXIMUM POOR LOW
Primary biliary 
cholangitis

Olumiant MODERATE POOR HIGH Rheumatoid arthritis

Opdivo IMPORTANT UNVERIFIABLE LOW Bladder cancer

Zalmoxis MODERATE MODERATE VERY LOW Stem cell transplants

Zavicefta IMPORTANT LOW
MODERATE

Complicated bacterial 
infectionsLOW

⬛ Innovative ⬛□ Conditionally Innovative     ⬛ Not Innovative
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HTA reach in Europe grows as criteria become increasingly 
restrictive

Country France Germany Italy Spain UK

Reach No major change

Increasing: Hospital 
drugs and some pre-
AMNOG active 
ingredients are now 
subject to G-BA 
benefit assessments

No major change

Increasing: More 
drugs assessed via 
IPTs nationally and 
regional and local 
assessments

Increasing: NICE now 
assessing all cancer drugs 
and ultra-orphan products

Mechanics

Increasingly restrictive: 
SMR score ‘important’ or 
‘major’ and ASMR  I–III 
required for hospital drugs 
to access the ‘list en sus’ if 
their comparator does not 
feature on the schedule

No major change

Changing: AIFA uses 
new innovation 
algorithm to assess new 
drugs

No major change

Increasingly restrictive:
Standard NICE ICER 
threshold applies for 
oncology drugs eligible for 
CDF inclusion. Sliding, 
QALY-based ICER threshold 
being applied to ultra-
orphans to determine NHS 
commissioning

Outcomes
Increasingly restrictive: 
High ASMR scores (I–III) are 
increasingly elusive

Increasingly 
restrictive: More 
aggressive pricing 
negotiations for 
drugs with low 
added benefit 
ratings

Changing: Seven of the 
first 11 products 
assessed using the new 
algorithm were declared 
‘non-innovative’

Increasingly 
restrictive: 
regional and local 
assessments use cost 
effectiveness which 
then inform both 
reimbursement and 
clinical practice

Increasingly restrictive: 
NICE reject standard NHS 
funding for more drugs not 
meeting ICER threshold 
unless manufacturers 
concede on price
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France: health technology assessment process

Marketing 
Authorization 

(EMA or ANSM)

HTA:  SMR, 
ASMR, target 

population
(Transparency 
Commission)

Pricing Negotiation
(CEPS)

Listing Registry
(Ministry of Health)

Reimbursement rate
(UNCAM)

SMR

ASMR

ASMR rating Benefit over comparator
I Major
II Important
III Moderate

IV Minor 

V No benefit

ASMR= Amelioration du service medical rendu – added 
medical benefit or improvement in medical benefit

Benefit (SMR)
Major or important

Moderate

Weak

Insufficient

SMR = Service medical rendu – medical benefit
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Gaining strong HTA ratings is becoming increasingly challenging

ASMR scores of Major and Important have been in decline over the years

ASMR Key

⬛ None (V)

⬛ Minor (IV)

⬛ Moderate (III)

⬛ Important (II)

⬛ Major (I)

Source: Commission de (CT) la transparence (2017) Rapport d’activité 2017  https://www.has-sante.fr/portail/upload/docs/application/pdf/2018-07/rapport_activite_commission_transparence_2017.pdf

AS
M

Rs
 a

llo
ca

tio
n 

 fo
r n

ew
 in

di
ca

tio
ns

 
as

se
ss

ed
 v

ia
 c

om
pl

et
e 

pr
oc

ed
ur

e



Pharma intelligence | informa32

Low HTA scores weaken the hand of manufacturers during 
price negotiations

ASMR 
rating

Benefit over 
comparator Pricing implication

I Major
Price comparable to Germany, 
Italy, Spain, and UK price

II Important
III Moderate
IV Minor Price similar to or slightly above 

comparator treatments
V No benefit Discount to comparator 

treatments required

“Entresto tried to get a premium price because the comparator is 
enalapril, and they said well you should have enalapril plus 
something, but something small, and of course it is not doable, 
and for this reason Entresto has not yet an official price.”

Former French national payer

 Protracted pricing delays for drugs 
with ASMR IV

 ASMR Ratings I-III benefit from 
“European price guarantee”

 Guaranteed small pricing premium 
for ASMR IV no longer in effect
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New rules jeopardize funding for some hospital drugs in France

Inclusion into the liste en sus dependent on the combination of SMR, ASMR, and HTA comparator

• Products must have SMR major or important and:

• Meet ASMR criteria:
ASMR rating Comparator

Comparator on the list Comparator not on the list No comparators but public 
health interest

I, II, or III Listing
IV Listing No listing Listing
V Listing No listing No listing

• Impacts expensive hospital administered drugs not covered by DRG funding
• Drugs are put on liste en sus status giving additional reimbursement by the French 

national health insurance fund
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Casualties of the “liste en sus” rules change include some high 
profile drugs

Drug Details

Zavedos (idarubicin)
Removed entirely from the liste en sus

Remodulin (treprostinil)
Avastin (bevacizumab)

Funding restricted to fewer indications
Herceptin (trastuzumab)
Velcade (bortezomib)
Caelyx (adriamycin)

Darzalex (daratumumab) Significant delay likely due to issues with pricing negotiations. 
No price, and liste en sus addition to date

Kyprolis (carfilzomib) Achieved listing success in July 2018, over 2.5 years after EMA 
approval after submission of additional clinical data

“If you get ASMR IV you could be reimbursed on paper but you would have no access 
because the recommendations would not be followed on top of the DRG.”

Former French national payer
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Added 
benefit

?

Formal 
evaluation

G-BA 
final verdict

MONTH 6

Price 
agreed

?

Negotiation 
with GKV-SV

Germany: HTA AMNOG  and pricing process

Free pricing Negotiated pricing

1260

New 
indication  

drug 
launch, 

mfg
submits 
dossier

Negotiated 
price takes 

effect at 
second year

Arbitration

Negotiated price 
can be above 
comparator

Price cannot be 
above 

comparator

Yes Yes

No
No

Months
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Full AMNOG 
assessment

Annual 
budget 
impact 

> €50m?

Free pricing periods are the focus of growing criticism in 
Germany, in particular for orphan drugs

“The next loophole that gets closed is the orphan drug loophole. I am not 
sure whether it is in two years or four years, but that will happen.”

German payer

No

Negotiated price in 
effect on the 
second year

Yes

Orphan 
drug 

launch 
receives 

automatic 
added 
benefit

Free pricing Negotiated pricing based on automatic added benefit

Free pricing Negotiated pricing based on 
automatic added benefit

Negotiated pricing based 
on AMNOG assessment

12 months

2nd year 
negotiated 

price can be 
above 

comparator

0
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Launch of cost-effective innovative treatments create issues 
with budget impact management

New cost 
containment 

tools

High price 
tag

Address 
unmet 
need

Expected 
high 

demand

Moderate 
to high 

prevalence

Clinically 
effective

• Budget ceiling agreements

• Price-volume agreements

• Thresholds and budget impact 
tests

• Hepatitis C DAA funding crisis

• Immune-checkpoint inhibitors

• Oncology combinations
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Budget impact test could delay UK access and lower price for 
one in five drugs

“I think the lessons that I would give would be do not forget the ‘I’ in the middle of that budget impact 
test, ‘I’ stands for impact, so it is not how much your drug is going to cost, it is the extra cost of your 
drug’s effect on the pathway, and to be brutally realistic about what that is.”

NHS England payer

New drug 
recommended 

by NICE 
(subject to 

mandated 90 
day 

availability)

Budget 
impact 

> £20m in 
first three 

years?

No

Yes

Usual 
commissioning

NHS England 
engages in 

commercial 
discussion with 
manufacturer

Agreement 
reached?

Launch medicine 
according to 
agreement

Yes

NHS England 
requests 

variation to 
statutory funding 

requirement

No
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Emerging markets
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Payers tighten their belts as economic growth slows

Growing patient demand for 
access to healthcare and 

innovative treatments

Dr
iv

er
s Pressure on medicines’ 

prices and greater 
prescribing controls

Inadequate funding limits 
prescribing of innovative 

brands

Inclusion of innovative 
medicines in some 

subsidized medicines 
programs

Expansion of public 
healthcare programs over 

the past decade

Economic slowdown limits 
expansion of drug programs

Resistors
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Growing patient demand for 
access to healthcare and 

innovative treatments

Dr
iv

er
s Pressure on medicines’ 

prices and greater 
prescribing controls

Inadequate funding limits 
prescribing of innovative 

brands

Inclusion of innovative 
medicines in some 

subsidized medicines 
programs

Expansion of public 
healthcare programs over 

the past decade

Economic slowdown limits 
expansion of drug programs

Resistors
Payers tighten their belts as economic growth slows
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Public formularies are expanding in select markets with China 
leading the way

In July 2017, 36 new drugs were added to the 
List B of the NRDL

Price cuts averaged 44%, though access for 
some drugs required discounts of up to 70%

15 more oncology multinational brands 
added in 2018

Access is accelerating

Price 
negotiations 
have paved the 
way for a slew 
of NRDL listings
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Russia: VZN program expanded prior to 2018 elections

In 2018, around 35 products were added to the vital 
and essential drug list

Three brands were added to the list of high-cost 
medicines used in the treatment of seven serious 
diseases (“seven nosologies” or VZN program)

In 2018 an expansion of the VZN program to cover 
three further indications were also confirmed by 
President Putin

No signs of 
implementation 
of the national 
reimbursement 
scheme
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Gaining public formulary listing is a lengthy, complex process

• Multilayered nature of responsibility for medicines provision

• Limited funding often poses an access challenge even if listing is achieved

• Access through courts is possible especially in Latin America
• The high success rate of legal challenges is putting a strain on finances
• The bar for lawsuits seeking access has been raised in Brazil

• National formularies are typically restrictive with delayed updates

Public formularies

Private formularies
• The private insurance market in many emerging economies is limited in terms of 

sophistication as well as size

• Instead, inclusion on high-end private hospital formularies is the main early goal of 
originators seeking market access for new drugs
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Payers tighten their belts as economic growth slows

Growing patient demand for 
access to healthcare and 

innovative treatments

Dr
iv

er
s Pressure on medicines’ 

prices and greater 
prescribing controls

Inadequate funding limits 
prescribing of innovative 

brands

Inclusion of innovative 
medicines in some 

subsidized medicines 
programs

Expansion of public 
healthcare programs over 

the past decade

Economic slowdown limits 
expansion of drug programs

Resistors
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Pressure on new drug pricing is increasing

External reference 
pricing (ERP)

•Widely employed but 
variable

•Typically reference 
lowest price

Public sector 
procurement

• Government-linked 
procurement 
agencies in some 
markets

• Consolidated 
procurement for the 
supply of public 
hospitals

Managed entry 
agreements 

(MEAs)
• An emerging tool in 

countries where 
governments are 
attempting to 
provide subsidized 
access to more new 
drugs

Health technology 
assessment (HTA)

• Low level of 
sophistication due 
to lack of expertise

• Threatens pricing 
and reimbursement

New drug prices in many emerging markets 
have traditionally been free from explicit 
regulatory control

As access to medicines through public 
reimbursement programs increases so 
does the reach, and depth, of pricing 
controls
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HTA is making inroads in select emerging markets

Thailand’s CEA 
threshold raised from 
THB100,00 per QALY 
to THB160,000 in 2018

HTA is used in a growing number 
of countries  as they seek more 

sophisticated mechanisms to 
evaluate new drugs

Expertise to conduct HTA is 
largely lacking

Where explicit cost-effectiveness 
thresholds are used they tend to 

be low

Risk that HTA processes will be 
used to put further pressure on 

pricing

Brazil (CONITEC)
Thailand (HITAP)
Taiwan (CDE)
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Managed entry agreements on the rise – could be a key strategy 
to overcome the emerging markets access impasse

Most are simple financial agreements as infrastructure for more 
sophisticated outcomes-based deals is lacking

Ch
in

a • Recent NRDL 
updates were 
the result of 
confidential 
discounts

• Pfizer launched 
a risk sharing 
program for 
Ibrance in 2019

Br
az

il • First MEAs 
involve 
Hepatitis C: 
manufacturers 
are only paid 
cured patients

• Risk sharing 
may also be on 
the cards for 
orphan drugs

Tu
rk

ey

•Since 2015 
reforms 
confidential 
MEAs can be 
agreed for the 
purchase of 
costly medicines

•First price-
volume deals 
struck in 2016 
for hepatitis C 
drugs

M
ex

ic
o •Regional 

goverments and 
large public 
payers have 
indicated they 
are interested in 
signing MEAs
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Conclusions
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US Europe Emerging markets

Payer responses to global funding pressures

Pricing

• Growing demand 
for pricing 
controls and price 
transparency

• Increasingly tough 
line on pricing 
negotiations

• Expansion of 
scope of drug 
price controls and 
tighter limits

Health technology 
assessment (HTA)

• Growing number of 
drugs subject to HTA 
procedures

• Increasing clinical 
evidence demands

• Rising prominence 
of ICER (value-
based 
assessments)

• Nascent, but 
growing use of 
HTA as a means of 
controlling both 
prices and access

Reimbursement
• More restrictive 

reimbursement 
conditions

• Tighter payer 
controls, including 
formulary exclusions

• Limited expansion 
of existing public 
programs

ICER = Institute for Clinical and Economic Review



Pharma intelligence | informa51

Pharma must work with payers more collaboratively to ensure 
pricing and uptake expectations pan out in the real world

Ensure a high-level of transparency within the pharmaceutical pricing process

Engage with HTA bodies and payers to understand market access environment for 
their drugs, develop cost-effective pricing strategies

Ensure appropriate evidence is developed to satisfy payer/HTA needs

It’s not just about price, it’s about the impact on the whole treatment pathway 
and the healthcare system as a whole

Keep abreast of the evolving policy landscape in the EU as payers look for new 
ways to mitigate the budget impact of costly innovative medicines

Be flexible and tailor market access models and strategies to local market needs



Thank you for listening

Additional Resources:
Market Access Trends in the US, Europe, and 
Emerging Markets Whitepaper
Datamonitor Healthcare Reports:
• Market Access Trends in Europe
• Access Trends in Emerging Markets
• Value-Based Reimbursement in the US
• Drug Pricing in the US
• Indication-specific market access 

landscape analysis

https://pharmaintelligence.informa.com/resources/product-content/understand-market-access-trends-in-the-us-europe-and-emerging-markets


Q&A
Questions:
pharma@informa.com
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