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GOALS OF DEVICE REGULATION

• Objectives of federal regulatory frameworks

– Provide evidence that benefits exceed risks

– Ensure timely access to needed therapies

• Need for NES(H)T

• Shuren and Califf, JAMA, 9/20/16



HEALTH SYSTEM GOALS (IHI/CMS)

• Improving the patient experience of care

– including quality and satisfaction

• Improving the health of populations

• Reducing the per capita cost of health care

• (nothing about timely access or innovation)



REGULATORY SCIENCE

“…the science of developing new tools, standards, 

and approaches to assess …FDA-regulated 

products.”

Example:  Draft Guidance on RWE for Medical 

Devices (7/27/16)

Essential to understand how data from NEST will 

inform regulatory decisions



“REIMBURSEMENT SCIENCE”

“Reimbursement Science would be the science of 

developing new tools, standards, and approaches to 

assess the comparative effectiveness and value of 

products covered by public and private health plans.



MEDICARE:  REASONABLE AND NECESSARY

• Adequate scientific evidence to conclude 

that an item or service improves patient 

health outcomes 

• How much evidence is “adequate”?

Just a little bit more than you currently 

have.



GREEN PARK COLLABORATIVE

• Multi-stakeholder forum developing evidence 

standards for clinical studies intended to inform 

coverage and reimbursement decisions

‒ Active involvement of public and private payers

‒ Includes patients, clinicians, regulators, industry, 

methods experts, etc.

• Primary outputs are “effectiveness guidance 

documents”

‒ Condition and technology-specific study design 

recommendations for researchers



DRAFT TOOL TO ASSESS RIGOR AND 

RELEVANCE OF DRUG STUDIES 

Interpretation: There are 

several studies of high 

relevance but very few that 

are rigorous. Ideally, 

decision makers would 

want to base decisions on 

studies falling in the upper 

right hand corner. Here, 

study 5, the only negative 

finding is the least rigorous 

and relevant, 

overshadowed by other 

available evidence. 
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IDEAL Framework
A description of the natural history of surgical innovation

• Stage 1 - IDEA

• Stage 2a - DEVELOPMENT

• Stage 2b - EXPLORATION

• Stage 3 - ASSESSMENT

• Stage 4 – LONG TERM MONITORING

Ref:  Peter McCullogh



GPC / CADTH / IDEAL PROJECT

• Will develop a guidance document with 

recommendations for the design of clinical studies 

intended to inform decisions about coverage and 

payment for surgical procedures and implanted devices.

• Drawing upon IDEAL framework, RWE methods work

• Intent is to promote greater clarity and consistency of the 

methods used by HTA organizations and payers in the 

evaluation of procedures / devices
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