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Introduction

On behalf of its 800 member companies, the Health Industry Manufacturers Association is pleased to submit this issue paper on Priorities for Federal Innovation Reform to the Committee on Technology of the National Science and Technology Council.

HIMA is the largest trade association in the world for manufacturers of medical devices, diagnostic products and health information systems.  HIMA operates globally to promote legal, regulatory and economic climates that advance health care by assuring worldwide patient access to the benefits of medical technology.

U.S. government policies and regulations are critical to making it possible for medical technology innovation to benefit patients.  HIMA member companies, therefore, support the NSTC initiative to identify priorities for reforming these federal policies where necessary.

This issue paper will:

· describe medical technology innovation,

· address key factors that hinder innovation, and 

· discuss the importance of international harmonization.

Medical Technology Innovation and Development

The medical device industry is diverse, consisting of thousands of product lines used by more than 50 medical specialties in numerous procedures and applications.  The majority of device companies are small:

65% of firms have less than 20 employees

80% of firms have less than 50 employees

98% of firms have less than 500 employees

Most innovation, where the truly novel devices are developed, occurs in firms with fewer than 20 employees.  Most often, these companies are funded by venture capital.  Young firms usually need between $100,000 and $600,000 per month to operate.  More mature companies would require about $1.5 million per month. Thus, a three-month delay can cost a company developing a breakthrough technology $300,000 to $4.5 million.

Insufficient staff and poor management systems in federal agencies responsible for device regulation often result in years, not months, of delay before advanced medical technologies are available to deliver care to patients.  The cost of regulation in the early 1990's forced many of the medical device industry's research and development arms to migrate offshore.  Today, most medical technological breakthroughs are available first in Europe.
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Keeping Pace with Technology

Developments in medical technology are moving forward very quickly.  Our ability to create intricate and smart software, miniaturization, noninvasive therapies and our blossoming understanding of the human genome and recombinant technology are resulting in medical devices that are entirely different from those of just 5 years ago.  Many of these miraculous products are hybrids - combinations of devices and biologics, devices and pharmaceuticals, or all three.

Federal policies that govern market entry and federal reimbursement (e.g., Medicare, Medicaid) should be sensitive to the fact that the medical device innovation process results in continual and rapid product changes.  Agencies (such as the Food and Drug Administration) that control market entry need to continually modernize their systems so that archaic review processes do not hinder the introduction of novel products.  Likewise, agencies that provide reimbursement for these products under federal health insurance programs (such as the Health Care Financing Administration) need to recognize these changes also and take the steps to ensure that the most current medical technology is rapidly integrated into the Medicare and Medicaid programs. 

At a macro level, this means that all processes should be continually evaluated to identify best practices for introducing emerging technologies into the market and integrating them into health insurance payment systems.  It also means that processes that do not support market entry and patient access or create market barriers, thus delaying or denying access, must be modified or abandoned.

At a micro level, our regulators must be educated and trained so that they have a clear understanding of the technology and its impact on society.  Lack of knowledge about technology is one of the main barriers to market entry and timely patient access for products that save or improve lives.  Government funding of continuing education programs for regulators is a high priority.

Even with continuing education, however, it will be difficult, if not impossible, for regulatory agencies to remain current with the numerous disciplines required to keep up with complex medical technologies.  Vice President Gore’s Reinventing Government proposals embraced a “common sense” approach that recommended the use of outside technical experts to improve regulation and expedite market introduction.  This approach needs to focus on complex and novel products, not simple technologies that have been on the market for years.   

Supporting Sound Science 

Federal policy and regulation should support sound science.  Medical technologies are occasionally cited by the government or special interest groups as causes of morbidity and mortality even though there is no supporting evidence, not enough evidence or evidence to the contrary.  Any of these scenarios can be catastrophic.  The silicone breast implant controversy 
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created a fear of lawsuits among biomaterials producers worldwide, regardless of the material 

manufactured.  This produced a global biomaterials shortage that threatened virtually all medical implants.

Similarly, scientifically based agencies within the Federal government should take positions early when there is evidence that claims made by a special interest group are false, misleading or cannot be substantiated.  Furthermore, sound scientific Federal policies must balance the risk with the benefit received by a technology rather than be influenced by those who demand “zero risk."

Failure of the federal government to support sound science exacts enormous costs from the research and development community, individual companies and the public persona of the medical device industry.  Ultimately, however, it is the quality of patient care that suffers.

Dispute Resolution and Appeals Mechanisms

When federal regulators and medical technology companies disagree on scientific matters, procedures must be in place that will resolve the issues in a timely fashion.  When patients are denied access to new technologies, these disputes must also be resolved quickly.  Currently, many regulatory systems are permeated with cumbersome procedures and multiple appeals mechanisms to handle differences between the government and private citizens.  These easily avoidable burdens create unacceptable barriers to technology introduction and patient access.  Again, we recommend a “common sense” approach that will rely on independent scientific and medical reviewers who can be convened and reach a decision swiftly on these matters.

Development and Acceptance of International Standards

It is important that government policies and regulatory systems embrace the adoption of international standards to the greatest extent possible.  Requiring developers of technology to adhere to country-specific standards significantly increases the cost of development and often results in redundancy.

The federal government needs to be a stronger participant in the standards development process.  This participation would optimally be through funding of individual federal employees' participation, rather than by playing a coordinating or funding role in the overall process.  This is an area that requires a true partnership between the government and the private sector.

Harmonization of Regulatory Requirements

Federal policy should promote international harmonization of regulatory requirements.  As with standards, complying with multiple regulations is costly and often redundant.
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Harmonization will ultimately lead to superior, less costly patient care.  For instance, it will reduce the amount of resources that companies must invest in bringing products to market, thus freeing up more dollars for research and development.  It will also lessen the resources that the government must invest in reviewing technologies for use in patient care.  These dollars can be redirected to programs leading to more efficient and effective oversight.

