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Disclaimer

The views expressed in this presentation are those of the speaker,
and do not necessarily represent an official FDA position.



Medical Devices: The Basics

A medical device:
+ diagnoses, cures, lessens, treats, or prevents disease

+ affects the function or structure of the body
* does not achieve primary intended purposes through chemical action

= FDA's Center for Devices and Radiological Health (CDRH) regulates companies that
design, manufacture, repackage, relabel, and/or import medical devices into the
United States.

» In addition, CDRH regulates radiation-emitting electronic products
— under the authorities of the Electronic Product Radiation Control provisions and the
Medical Device Amendments of 1976 to the Food, Drug, and Cosmetic Act.
» CDRH also regulates facilities that perform mammography under the authority of
the Mammography Quality Standards Act.

» Combination products are therapeutic and diagnostic products that combine
drugs, devices, and/or biological products (e.g., drug-eluting stent, insulin injector
pens, metered dose inhalers, transdermal patches, etc.).



Medical Devices: The Basics

» Differences in regulatory pathways for each component can affect the
regulatory processes for all aspects of product development and management,
including preclinical testing, clinical investigation, marketing applications,
manufacturing and quality control, adverse event reporting, promotion and
advertising, and post-approval modifications.

= The Office of Combination Products (OCP) assigns an FDA center to have
primary jurisdiction for review of both combination and single entity (i.e., non-
combination) products where the jurisdiction is unclear or in dispute.

= There are three device classes:

— Class I devices present a low risk of harm to the user and are subject to general
controls .

— Class II devices are more complicated and require special controls for labeling,
guidance, tracking, design, performance standards, and post-market monitoring. Most
require Premarket Notification 510(k).

— Class III devices usually sustain or support life, are implanted, or present potential
unreasonable risk of illness or injury. Most of these devices require Premarket
Approval (PMA).



Hurdles to Reimbursement and Market
Access: Premarket Requirements
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Hurdles to Reimbursement and Market
Access: Premarket Requirements

NEW MEDICAL DEVICE

CLASS |

CLASS | CLASS I

low risk moderate/controlled risk high risk

exceeds himits of exemption

510(k)
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CLEARANCE TO MARKET DEVICE

< 4000 patients per year in US

de novo HDE PMA
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APPROVAL TO MARKET DEVICE
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Yes, there is a fourth hurdle....

* The hurdles for reimbursement and
market access for a new health
technology (e.g., devices,
medicines, vaccines) are often
referred to as post regulatory
hurdle, fourth hurdle, or simply
reimbursement hurdle

* The hurdles represent the
increasing data requirements for
reimbursement and market access
* Quality of Life
* Cost-effectiveness
* Budget Impact




Hurdles to Market Access and
Reimbursement

3 Relmbursement/ Access 5 6

Procurement/Selection

ﬁf“@\, e

Safety Effectiveness HTA/ Economic
Analysis

Health Technology
Management

Training

Regulatory Health Technology Assessment



The Path Forward....

DO
Assessing the Clinical and Cost-Effectiveness of Medical
Devices and Drugs: Are They That Different?
Other key challenges facing i
medical device manufacturers:
* changes in the regulatory
environment
+ cost containment and rising S s o O w0 e
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« adapting to the steady shift in
value-based reimbursement

* the level of evidence
requirements

» upfront cost of demonstrating
clinical and economic value

* competing devices and
intellectual property rights (IPR )




“Value — neither an abstract ideal nor a code word for cost reduction —

should define the framework for performance improvement in health
care. Rigorous, disciplined measurement and improvement of value is the
best way to drive system progress. Yet value in health care remains

largely unmeasured and misunderstood”

Michael E. Porter, N Engl J Med 2010



“Companies that do attempt to match product features and capabilities
more closely to their customers’ perceptions of value must answer a
difficult question: Who are their customers?”

McKinsey & Company, 2010



“This new game is challenging in developed and emerging markets alike.

Success in emerging markets requires a deep understanding of
stakeholders’ needs—uwhich is hard to get from a design office halfway

around the world.”

McKinsey & Company, 2010



7 Key Questions in Discussing Value:
Who, What, Why, When, Where, How,
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Who, What, Why, When, Where, How,
How Much?

How much
health gain do
we get for the

What evidence Why consider
is needed to identifying
economic and

secure conomic d.

reimbursement clinical value the

and market data to justify money paid:
access? reimbursement

and market
access?




Demonstrating Value of a New Medical
Device

*  Safety

Effectiveness
Quality
Ease of Use

Evaluations of medical
Safety devices and the price

Safety Effectiveness conundrum
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Value Metrics: Demonstrating the
Value Case

Effectiveness

Patient
Reported
Outcomes
(PROs)

*

Value Drivers
‘ ' Ease of use,
l I Convenience

Adherence,

Tolerability Compliance



Other Value Metrics: Demonstrating
the Value Case

* Budget Impact Analysis (BIA)
»= Cost-effectiveness analysis (CEA)
» Time and Motion Analysis (or time-motion study)



Value Metrics: PRO Examples

Satisfaction

Preferences



Value Metrics

CDRH

Class I, II, III
Medical Device

and Value Claims

Patient Preference Information —
Submission, Review in PMAs, HDE
Applications, and De Novo Requests,
and Inclusion in Device Labeling

Draft Guidance for Industry, Food
and Drug Administration Staff, and
Other Stakeholders

DRAFT GUIDANCE
This guidance document is being distributed for comment purpeses only.

Document issued on May 18, 2015,

TUS. Department of Health and Human Services
Food and Drug Adminictration

Center for Devices and Radiological Health
Center for Biologics Evaluation and Research




Value Metrics and Value Claims

CDER

Drug/Device
Combination

Guidance for Industry
Patient-Reported Outcome Measures:
Use in Medical Product Development

to Support Labeling Claims

U_5. Department of Health and Human Services
Food

Iy er 2009
Climical Medical




CDRH Payer Communication Task Force:
Implications for Evidence Planning and
Generation
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CDRH Payer Communication Task Force:
Implications for Evidence Planning and
Generation

Opportunity for payers to engage early with the FDA and medical
device sponsors

May shorten the time from FDA approval or clearance of a medical
device to coverage

May allow for the design of clinical trials that may produce required
outcomes for both regulatory approval or clearance and coverage
determinations

Identification of the right evidence early in the development process
that support the value proposition

Assist with the development of the value strategy
Strengthen the value proposition
Increase differentiation in the market



7T Where do we go from here?

~




References

DeKoven, M., et al. Got value? Determine it. Demonstrate it. Communicate it. Realise it. Journal of Commercial Biotechnology .
2008 14(4): 299-306.

Overview of Medical Devices and Their Regulatory Pathways.

Iﬁttp:/ /www.fda.gov/AboutFDA /CentersOffices / OfficeofMedicalProductsandTobacco/ CDRH/CDRHTransparency/ucm203018.
tm

Frequently Asked Questions About Combination Products.

http:/ /www.fda.gov/CombinationProducts /AboutCombinationProducts /ucm101496.htm

Guidance for Industry Patient-Reported Outcome Measures: Use in Medical Product Development to Support Labeling Claims

http:/ /www.fda.gov/downloads/Drugs/.../Guidances /UCM193282.pdf

Patient Preference Information — Submission, Review in PMAs, HDE Applications, and De Novo Requests, and Inclusion in

Device Labeling.

http:/ /www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments /ucm446680.pdf

Burke, LB., et al. The use of patient-reported outcome measures in the evaluation of medical products for regulatory approval.

Clinical pharmacology and therapeutics. 2008 84(2): 281.

Patrick, DL., et al. Patient-Reported Outcomes to Support Medical Product Labeling Claims: FDA Perspective. "Value in Health
2007 10(s2): S125-S137.

Porter, ME. What is value in health care? New England Journal of Medicine 2010; 363:2477-2481.

Paul, JE., and Trueman P. Fourth hurdle reviews’, NICE, and database applications. Pharmacoepidemiology and drug safety .
2001; 10(5): 429-438.

Payer Communication Task Force (PCTF).

http:/ /www.fda.gov/AboutFDA /CentersOffices / OfficeofMedicalProductsandTobacco/ CDRH/CDRHInnovation/ucm456149.ht
m

McCabe, C., et al. Market and patient access to new oncology products in Europe: a current, multidisciplinary perspective.
Annals of Oncology. 2009; 20(3): 403-412.

Value-based pricing for pharmaceuticals: Implications of the shift from volume to value. http:/ /www.converge-
health.com/sites/default/files /uploads/resources/white-papers/valuebasedpricingpharma_060412.pdf

WHO. Health Technology Assessment of Medical Devices.
http:/ /apps.who.int/medicinedocs /documents/s21560en/s21560en.pdf

Chilukuri S., et al. Design to value in medical devices. McKinsey & Company. 2010

Taylor RS. and Iglesias CP. Assessing the Clinical and Cost-Effectiveness of Medical Devices and Drugs: Are They That
Different?. Value in Health . 2009; 12(4): 404-406.

Drummond M., Griffin, A. and Tarricone, R. Economic evaluation for devices and drugs—same or different?. Value in health,. 2009: 12(4):
402-404.



