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NICE has made restrictive 
or negative rulings on 63% 
of drugs examined 1

IQWiG has found no 
proven benefit in 73%
of drugs examined 1

Payers and HTAs are having a significant impact 
on our ability to deliver valuable medicines

1. Sample set comprised all products ever assessed by NICE UK (drugs that received EMEA approval) 
2. ASMR ratings of III and above imply price negotiation and drive towards price parity with comparator
SOURCE: McKinsey HTA database

HAS has awarded ASMR2

ratings >=III for 72% of 
drugs examined 1

Individual payer guideline 
development leading to 
inconsistent product 
restriction
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Limited resources; unlimited expectations
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Structural redesign of healthcare systems
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Can it Work?
Does it Work? Aff d bilit

Comparative Clinical
Effectiveness

Cost effectiveness

P ti t D d

Today payers are asking us to prove and promote the 
benefits that they will reimburse in their healthcare 

systems
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Does it Work?
Is it Worth It?

Affordability

Competitive
Rationalisation

Budget
optimisation

Patient Demand
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Industry and Healthcare systems
are undergoing  paradigm shifts

We see an expansion from RCT with strict regulatory focus to a broader 
stakeholder focus where RCT are complemented by RWE
Evidence of differential benefit is key

Traditional focus  on regulatory needs 
for  Quality, Efficacy, and Safety

Payers have same priority in Medicine 
development as Patients, Regulators and 
Clinicians.
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• Retrospective  RCT data used for 
Value generation

• Stakeholders require dossiers to 
support market access

Clinicians. 

• Value defined by improved Heatlhcare
Outcomes , effectiveness, safety, and 
economic evidence

• Evidence generated from Phase 3 and 
post approval studies using RCT and 
RWE

• Health Technology Assessments are  
required, but use common 
methodologies

AstraZeneca goal:
to be the industry leader in a payer-driven world

Payer + 
Regulatory

AZ futureRegulatory

Strictly confidential – subject to consultation / negotiation
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AZ today

“Approvable file”

Establish safety and 
efficacy only through 
traditional clinical trial 
design

“Approvable and Reimbursable file”

Establish safety, efficacy, clinical 
differentiation and ‘value for money’ 
through novel evidence such as real 
world data

Property of AstraZeneca Pharmaceuticals

• iMeds

• Disease Area Strategy 
Teams

• Global Product Teams • Local Marketing Companies

• Brand TeamsCustomers

Target selection –
Phase IIa

Phase IIIb –
Phase III/Launch

Commercialization

��Real World Evidence has internal decision making 
impact from ‘Discovery’ through ‘Commercialization’
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• Identify market unmet 
needs based on RWE 
(e.g. disease burden)

• Provide RWE insight into 
dTPP

• Support the preparation of 
reimbursement and 
regulatory dossiers (e.g. 
local market disease and 
cost burden, tailored value 
propositions, safety)

• Provide RWE insight to 
inform trial design (e.g. 
impact of inclusion/ 
exclusion criteria on 
recruitment feasibility) and 
interpretation of results

• Provide RWE insights that 
support appropriate pricing
and optimal access

• Provide REW evidence against 
competitive threats

• Support acquisition of
long-term outcomes and
safety data

• Provide support for
outcomes-based agreements

RWE
deliverables

Health 
Information 
Exchange

Build jointly

R&D Teams 

Payers 
and regulators

Primary data
sources

Add - on
partners

RWE back-endRWE front-end

RWE capability requires skilled people, sophisticated data 
access, analytics and IT tools, and external partnerships
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Integrated 
Delivery 
Networks

Pharmacy 
Benefit 
Managers

Community 
Physicians

Collaboration Analytic capabilities Data access

RWE Team
Payer 
Interface

Commercial 
Brand 
Teams

LMV , 
TLV

, 

Hub 
partner

Insight

Licensed 
databases



4

Our aim is to develop and implement collaborations with payers to 
deliver a benefit to patients, payers and AstraZeneca

Collaborating to generate Real World Evidence

Partnership with Health 
Authority of Abu Dhabi

• Combine complimentary 
skills in data capture and 
analysis

• Improve understanding 
of CV disease burden

BRISA Project

• Murcian HA and AZ two 
year collaboration 

• COPD Epidemiology Study 
with 400 researchers

• COPD recommendations 
development
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Trusted RWE capability is one option to reverse the growing data 
asymmetry and skepticism between payers and pharma

Found no proven benefit in 73% 
of drugs examined

Skeptical of 
the value of 
our products

• Demonstrate the 
value of our 
medicines in the 
real world

• Balance the data 
t

Real-World Evidence (RWE) 
capability

Strictly confidential – subject to consultation / negotiation
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Uses RWE for QALY-based pricing 
decisions

Mined its own claims database to 
study effect of Plavix with PPIs

Using their 
own RWE 
data to 
inform pricing 
and 
reimburseme
nt decisions

asymmetry

• Part of Pharma
organisational
redesign and 
process  change

• Behaviours

Poor access

Challenges ~ RWE Data access is 
geographically divergent

Strictly confidential – subject to consultation / negotiation
For internal use only. Not for internal or external distribution

Readily accessible, strong 
claims orientation

Depends on country
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Challenges ~ Pharma is one of many RWE stakeholders, all 
with historically divergent motivations.

Patients

Optimize patient 
t eatment

Physicians

PATIENT 
REPORTED 
OUTCOMES

ELECTRONIC
MEDICAL 
RECORDS

Payers

CLAIMS
DATA

Maximize 
care/cost 
efficiency and 
improve 
operating 
margins

Regulators

Different stakeholders have different data-needs
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Safety &
efficacy

Monitor own 
care, self-
diagnose 

conditions, and 
understand 
treatment 
options

treatment

ADMISSIONS, 
PROCEDURES, 

MORTALITY 
RECORDSPharmacies

Hospitals & HCP
Optimize 
outcomes/cost 
efficiency and 
improve 
operating 
margins

Ensure safe 
utilization and 
compliance 
and improve 
operating 
margins

Regulators

DOSSIERS

Rx 
DISPENSING

DATA
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New rules 
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Organisation, process, and behaviour redesign to embed new ways of
working with payers and policy makers

Understanding payers from the inside out

T t b d i t ti

Change needed 

Next generation payer interactions

Strictly confidential – subject to consultation / negotiation
For internal use only. Not for internal or external distribution

Property of AstraZeneca Pharmaceuticals

Trust-based interactions

Strategic collaborations

Second Plenary Session 

Speaker

The Reality of Real World Data and its Use in Health 
Care Decisions in Europe

Patrick Keohane, MB, MRCP(UK)
Vice President, Payer Evidence 

AstraZeneca  
Södertälje, Sweden 


