
► ICER and JCA have differing timelines and areas of emphasis, reflecting the unique needs 

and HTA landscapes of their respective geographies.

►These differences underscore the divergent evidence requirements and evaluation standards 

that manufacturers must navigate across global markets.

►The findings from this research offer valuable insight into how each framework influences 

payer expectations, access timelines, and regional decision-making.

►Understanding the distinct expectations for engagement with ICER and submission 

requirements of JCA highlights the need for manufacturers to incorporate global HTA 

expectations early in a product’s lifecycle.

CONCLUSIONS
JCA (EU)12, 16 ICER (US)3, 13

Start year 2025 2005
Initial focus Oncology, ATMPs Varied; based on policy and clinical impact

Scope expansion Orphan drugs (2028) and all new 
drugs (2030)

Selected based on expected implications for 
care delivery and cost

Oncology review activity Central, early focus Only 2 reviews since 2021
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Topic selection priorities of ICER vs JCA (Table 1) 

JCA12

►Will begin with reviewing new oncology medicines and ATMPs with the addition of orphan medicinal 

products starting in 2028, and all new medicinal products starting in 2030

ICER

►Topics are prioritized by impacts on the current landscape, budgets, policy and/or patients3

• Notably, ICER completed only 2 oncology reviews since April 2021. In the US, comparative 

effectiveness and value assessments carry less weight in oncology, as commercial payers are 

less likely to manage access using methods like step therapy, relative to other diseases13-15
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Table 1. Comparison of ICER’s and JCA’s topic selection priorities

RESULTS

Methodologies of ICER vs JCA (Figure 1)

►While both assess clinical effectiveness and influence pricing and reimbursement decisions, there 

are differences in manufacturer obligation, topic selection, and extent of expert input

Stakeholders involved in ICER vs JCA (Figure 2) 

JCA

►Mandatory engagement is limited to reviews of the consolidated assessment scope and revised 

JCA and summary reports; stakeholders are selected by the HTA Secretariat with expertise across 

multiple member states9, 11

►Assessors and co-assessors have the option to further engage stakeholders, if needed9

ICER

►Formal periods for iterative engagement throughout the entire assessment via written feedback or 

meeting attendance (draft and revised scope, preliminary model, draft report, and involvement in the 

public meeting to discuss the evidence report)5

►Stakeholders providing input may include patients, clinical experts, drugmakers, and insurers6

Timelines of ICER vs JCA (Figure 2)

JCA9

► In the EU centralized framework, JCA initiates when EMA market authorization filing occurs

►JCA and summary reports must be finalized before or at the Commission’s decision for market 

authorization

►HTA CG then has 30 days after market approval to endorse the reports

ICER2, 10

►Selects a topic about 8 months prior to FDA approval to ensure the report aligns with the time for 

pricing negotiations (PBM P&T committee evaluations, which occur within 90 days of FDA approval)

Abbreviations: ATMP, advanced therapy medicinal product; CG, coordination group; EMA, European Medicines Agency; 
EU, European Union; FDA, Food and Drug Administration; HTA, health technology assessment; ICER, The Institute for 
Clinical and Economic Review; JCA, Joint Clinical Assessment; PBM, pharmacy benefit manager; P&T, pharmacy and 
therapeutics; US, United States.

Structured examination of ICER and JCA approaches to HTA

►Evidence requirements, review timelines, stakeholder engagement, and assessment scope

►Sources included publicly available guidelines and expert commentary

METHODS

In the United States (US), health technology assessments (HTA) conducted by the Institute for Clinical 

and Economic Review (ICER) play an advisory role in pricing and reimbursement decision making, 

with individual payers weighing clinical value, budget impact, and patient needs differently. In the 

European Union (EU), HTA plays a more central and formalized role, with each member state having 

its own official HTA body assessing the value of new medicines. 

BACKGROUND

Recently, in 2025, Joint Clinical Assessment (JCA) was introduced to consolidate clinical evaluations 

across EU member states; however, this has raised concerns about its impact on evidence generation, 

submission complexity, and launch planning.

This study aims to compare the methodologies and scopes of ICER and JCA to highlight how diverse 

and evolving HTA submission requirements may impact global market access strategies.

Figure 2. Stakeholder engagement timelines of ICER vs JCA
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Figure 1. Comparison of ICER and JCA methodologies

Formalized approach for iterative engagement with stakeholders 
and the public throughout the review process

Independent, nongovernmental body producing non-binding clinical and cost-
effectiveness assessments (CEAs)

JCA
7, 8

ICER
1-6

Mandated step for manufacturers developing oncology or advanced 
therapy medicinal products, which are associated with high costs 
and complex evidence generation

Member states must consider the clinical assessment; however, each member state 
may interpret the relative effectiveness differently when drawing conclusions of a 
treatment’s added clinical value at the national level

Limited engagement between manufacturers and 
stakeholders

Synthesize clinical evidence through 
comprehensive reviews of available data

Influence, not dictate, P&R decisions

Assesses therapies which may have major financial impact, improve health 
outcomes, and/or can improve the health system through policy changes

Alerts manufacturers of a review and welcomes 
collaboration; not mandatory to engage

Abbreviations: CEA, cost-effectiveness assessment; ICER, The Institute for Clinical and Economic Review; JCA, Joint Clinical 
Assessment; P&R, pricing and reimbursement.

Abbreviations: ATMP, advanced therapy medicinal product; EU, European Union; ICER, The Institute for Clinical and Economic 
Review; JCA, Joint Clinical Assessment; US, United States.
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