
Pre-Concept Level                                                                     
Due Diligence

Strategic Reimbursement Offerings

Health 

Economics & 

Reimbursement

• Coverage, 
Coding  and 
Payment 
landscape 
assessment

• Burden/Cost of 
Illness 
Literature 
Review

• Database 
Analyses 
(Define 
intervention 
costs, 
economic 
burden, 
healthcare 
system burden 
complications 
readmissions 
etc.)

• Database 
Analyses, 
resource units 
for other 
countries

• Intervention 
Assessment

• Product 
Assessment 
(Cost, Balance of 
Safety and 
Efficacy)

• Determine the 
Economic Niche 
for New 
Technology 
based on 
Preliminary 
Clinical Evidence 
Burden of Illness 
and Costs

• Draft Health 
Economic 
Publication 
Strategy

• Outline Global 
Product Value 
Dossier

• Preliminary 
Economic 
Evaluations 
(Build Models for 
CEA or Budget 
Impact)

• Develop the 
HE&R Plans

• Incorporate QoL 
and Resource 
Utilization into 
Clinical Trial 
Protocols

• Update Health 
Economic 
Publication 
Strategy

• Update Global 
Product Value 
Dossier

• Determine 
Economic 
Methodologies

• Cost 
Effectiveness

• Assess QoL 
Instrumentation 
and Claims for 
inclusion in 
clinical trials

• Cost offset 
analysis 
(minimization)

• Update Health 
Economic  
Publication  
Strategy

• Finalize Global 
Product Value 
Dossier

• Incorporate QoL 
Instrumentation 
into clinical trials

• Update and 
Reassess

• CEA Model 
Updates

• Budget Impact 
Model Updates

• Finalize CEA 
Models and 
BIMs

• Execute Health 
Economic 
Publication 
Strategy

• Adapt Global 
Product Value 
Dossier to 
Specific 
Countries/region
s (Big 5 in 
Europe, USA, 
etc.)

• File new ICD-10

• Implementation

• Sales Force 
Training on 
Basics of Burden 
of Illness, Costs, 
and Place of 
Technology in 
Health Care 
Continuum and 
Economic Model 
Operations for 
the field

• Execute 
Country-Specific 
Health Economic 
Publication 
Strategy

• Medical 
Communications

• Economic 
Symposia, Local 
Adaptions, 
Demonstrate 
CEA or BIMs at 
sales meetings, 
etc.

• HEOR payer 
partnerships 

• Health Economic 
Publication 
Plans, 
effectiveness, 
etc. and put 
together 
additional pieces 
to address gaps

• File new CPT

• VBHC risk-share 
agreements

• Digital 
partnerships
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