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There is no evidence to suggest that FDA regulations
were adopted for the purpose of erecting barriers to
international trade in medical devices, or that they are
administered with such an intent. As a practical mat-
ter, however, certain regulations do have a different
impact on importers than on domestic manufacturers.
For example, domestic producers may have an advan-
tage with respect to participation in the notice and
comment process and informal negotiations leading to
the development of regulations. Not all regulations,
however, operate to the advantage of domestic pro-
ducers. For instance, due to logistical concerns, in-
spections under the good manufacturing practices reg-
ulations are more frequent, and undoubtedly more
burdensome, for domestic producers than for foreign
manufacturers.

FDA has a variety of administrative sanctions equal-
ly applicable to domestic and foreign manufacturers
that can be used to prevent the marketing of adulter-
ated or misbranded medical devices. There are, how-
ever, important practical distinctions between FDA’s
authority over domestic medical devices and imported
devices. In domestic commerce, FDA has only formal
statutory authority to bring enforcement actions such
as seizures with respect to devices when those devices
are actually misbranded or adulterated. FDA’s discre-
tion is therefore limited by the requirement that it be
able to prove that a device is in fact adulterated or
misbranded. FDA’s enforcement authority over im-
ported devices is broader; it has the authority to act
when an imported device appears to be misbranded
or adulterated (21 U.S. C. 381(a), 1976; (294)). The
“appears” standard significantly modifies the usual
burden of proof and offers more discretion to FDA to
detain or otherwise halt potentially defective or haz-
ardous medical devices before they are distributed to
consumers in the United States. On the basis of this
authority, FDA actively monitors imports to prevent
the introduction of offending devices.

On the other hand, it must be noted that FDA has
a variety of informal administrative remedies, such as
regulatory letters or recalls, which it employs where
it does not wish to institute a formal enforcement ac-
tion. Some of these actions may be more difficult to
apply to foreign manufacturers than to domestic man-
ufacturers.

Customs Service Regulations.—The result of the
delegation of customs’ authority to FDA is that the
only customs Service regulations applicable to medi-
cal devices are those generally applicable to all im-
ported products. These regulations fall into three cat-
egories: those pertaining to “entry” of goods into the
United States, those pertaining to the assessment of

duties on imported products, and those which pertain
to the physical appearance of imported goods.

This classification system may change in the near
future. The U.S. International Trade Commission
recently prepared a study in anticipation of the con-
version of the U.S. tariff classification into an inter-
nationally agreed-upon, harmonized system of tariff
classification. If adopted, the system will result in a
more uniform classification of medical devices between
different countries, and thus make the gathering of sta-
tistical data easier, but it will have little economic ef-
fect on imports into the United States.

Tariffs applicable to medical devices are now gen-
erally in the range of 5 to 10 percent, which is com-
parable to the rates applied by other countries to the
imports manufactured in the United States.

The third set of regulations administered by the Cus-
toms Service relate to the physical appearance of, and
markings on, devices. Although these requirements
must be met by importers, they have no significant
impact on the pattern of trade in medical devices.

U.S. Trade Laws.—In addition to being subject to
FDA and Customs Service regulations, imports of
medical devices are subject to regulation under the gen-
eral U.S. trade laws. These laws, which are briefly de-
scribed below, can be used to impose additional duties,
quotas, or other restrictions on the importation of
medical devices that might cause injury to the domes-
tic medical devices industry. There are two basic cat-
egories of such trade laws: those that impose restric-
tions when imports that are traded “unfairly” injure
the domestic industry, and those that permit restric-
tions on imports where there is injury to the domestic
industry, without regard to “unfairness. ”

The unfair trade laws have not often been invoked
in the medical device area. Nor has any part of the
medical device industry yet attempted to bring a coun-
tervailing duty or antidumping case against imported
medical devices.

Two actions have been brought against importers
of medical devices on the grounds of unfair trade prac-
tices. In June 1982, the U.S. International Trade Com-
mission instituted an investigation involving certain
computed tomography (CT) scanner and gamma cam-
era medical diagnostic imaging apparatus. The investi-
gation involved allegations that equipment imported
from Israel violated a patent granted to a U.S. com-
pany (312). In March 1983, the commission made a
preliminary determination that there was no violation
and the case was terminated. In September 1983, the
commission initiated a second investigation involving
cardiac pacemakers and components (322). This com-
plaint was also based on alleged patent infringement
and is currently pending before the commission.
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Regulation of Exports

In the United States, the export of medical devices
is not regulated to anywhere near the same degree as
imports. To the extent that export regulations do ex-
ist, they are administered principally by two agencies,
FDA and the Office of Export Administration (OEA)
in the U.S. Department of Commerce.

FDA Export Regulations.—For export purposes,
medical devices can be divided into three categories.
The first category of devices is by far the largest; any
medical device that can be marketed legally in the
United States can be exported legally from the United
States without prior approval by FDA.

The second category of devices are those that can-
not be marketed in the United States, but that can be
exported without FDA approval if the product (sec.
801 (d)(l) of the Federal Food, Drug, and Cosmetic
Act):

● meets the specifications of a foreign purchaser,
• does not conflict with the laws of the country of

the foreign purchaser,
. is labeled for export, and
. is not sold or offered for sale in domestic commerce.

Prior FDA approval is not required for exports under
section 801(d)(l), but FDA may at any time require
an exporter to show that the exports that it is making
under this section comply with the section’s four re-
quirements.

The third category of medical devices, those ex-
ported under section 801(d)(2) of the act, includes cer-
tain types of adulterated or misbranded devices that
may be exported only with specific FDA approval and
not under the less strict standards of section 801(d)(l).
The third category specifically includes products that
violate performance standards; that are subject to but
have not received premarket approval; that are sub-
ject to limited investigational use, or that are banned
in the United States. As a practical matter, most de-
vices requiring FDA approval for export are those that
require but have not yet received premarket approval
or that are subject to limitations as investigational
devices.

To obtain FDA approval for export of a medical de-
vice in the third category, an exporter must submit to
FDA an “Export Request. ” This request must contain
a description of the device and its status under U.S.
law, and a letter of acceptance from the government
of the importing state. This letter of acceptance must
state:

• that the device is not in conflict with the laws of
the importing state,

● that the foreign government has full knowledge
of the status of the device in the United States, and

● that the import is permitted (along with any re-
strictions that might be imposed).

On the basis of this information, FDA will approve
the exportation of the device if it would not be con-
trary to public health and welfare.

The FDA approval process for exports under section
801(d)(2) raises two problems for U.S. exporters. The
first arises from the need to obtain explicit authoriza-
tion from the foreign government for the importation
of a device and is also faced by exporters under sec-
tion 801(d)(l). Since many countries have no laws
governing the approval of medical devices, it is diffi-
cult for these countries to inform FDA that a device
is approved for import. In such cases, FDA will ac-
cept a statement from a foreign government that it has
no laws prohibiting the importation of a particular
medical device. This procedure may only partially
alleviate the difficulty because in many of these coun-
tries no one is authorized by law to make even such
a limited statement to FDA. The second problem is
the vagueness of the “public health and welfare” stand-
ard used in section 801(d). Neither the Medical De-
vice Amendments of 1976 nor the legislative history
indicate whose health and safety is to be protected by
FDA.

In practice, FDA’s reliance on the standard is mini-
mal; the decision to allow an export is usually made
simply on the basis of whether the foreign government
approves the importation of the device. From October
1, 1981 through September 30, 1982, FDA issued 260
letters approving export of medical devices under sec-
tion 801(d). In the same period, eight requests were
not approved. From October 1, 1982 through March
31, 1983, 116 approvals for export were given, five
devices were not approved, and one previous approval
was rescinded.

Department of Commerce Export Controls.—Med-
ical devices, along with all other U.S. exports, are
subject to the export controls in the Export Adminis-
tration Act of 1979. That act authorizes the President
to impose controls on exports for reasons of national
security, foreign policy, and short supply.2 The prin-
cipal authority to administer these controls has been
given to the Commerce Department’s OEA; other
agencies including the Departments of State, Defense,
Energy, and Treasury have an advisory role in OEA
licensing decisions.

‘The Export Administration Act originally expired on Sept. 30, 1983. The
controls under the act were at first extended on a temporary basis by the
President pursuant to the authority of the International Economic Emergency
Powers Act. Congress later passed a bill extending the act until the end of
February 1984. Congress is considering reauthorization with a variety of
amendments, but it is not possible to predict what new provisions will be
included.
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All exports from the United States must be author-
ized by either a general or a validated export license.
A general license is an authorization to export granted
by regulation rather than by specific application. Gen-
eral licenses can be used to export any good to any
destination, as long as neither the good nor the destina-
tion is controlled. Validated licenses are required
whenever the export of a specific commodity is con-
trolled to a specific destination.

Determination of whether a particular commodity
requires a general or validated export license is made
with reference to the Export Administration Regula-
tions and the Commodity Control List.

Medical devices fall into several product classifica-
tions of the Commodity Control List, depending on
the nature of the product and its technological sophis-
tication. For example, most medical, surgical, and den-
tal supplies are classifiable within the miscellaneous
product group item 6999 G, “other commodities not
elsewhere specified, ” which can be exported under gen-
eral license except to Cuba, Kampuchea, North Ko-
rea, and Vietnam. Most X-ray equipment is classified
in the Electronic and Precision Instruments Product
Group in item 1533A, which requires a validated li-
cense to any destination other than Canada.

In most cases, the requirements applicable to medi-
cal devices are less than clear because the Govern-
ment’s interests in restricting exports are based not on
their status as medical devices but on the fact that they
include some form of technology that the United States
wishes to control, such as computer or laser technol-
ogy. An example can be seen in item 1522A, “lasers
and laser systems including equipment containing
them,” for which a validated license is required for all
destinations except Canada. Although most medical
laser systems would appear to be covered by this clas-
sification, the explanation of this item in the Com-
modity Control List provides no further specific guid-
ance. Treatment of medical equipment incorporating
semiconductor or computer technology can be even
more complicated and can depend on the speed of the
computer, its capacity, the capability of the computer,
and the materials from which the semiconductor is
made. Thus, similar medical devices could be classified
as different items, with one requiring only a general
license and the other a validated license because the
latter has a computer that operates at a slightly higher
rate of speed or because its semiconductors are made
of a different material.

This export control process and the intricate classi-
fication system raise the level of uncertainty for med-
ical device exporters. Whenever a validated license for
a transaction is required, an exporter cannot be sure
whether the export will be approved, in what form it
will be approved, or how long approval will take.

The eventual destination of the device raises addi-
tional questions. It is probable that export licenses will
be granted for the export to Western Europe or Japan
of a medical device incorporating controlled technol-
ogy. Export of the same device to a country in East-
ern Europe or to the Soviet Union may or may not
be allowed, depending on the discretionary decision
of the Commerce Department as to whether the re-
lease of the technology may hurt U.S. national secu-
rity. Even if export approval is granted, conditions
may be imposed, including substantial modification
of a device in order to prevent the release of sensitive
technology. The question for the exporter is whether
a prospective buyer would be willing to accept a de-
vice that is significantly different from that which the
buyer originally intended to purchase.

Regardless of whether the export of a medical de-
vice is eventually approved, the length of time in-
volved in the licensing process is a disincentive to ex-
port. In most cases, the Commerce Department issues
an export license in 4 to 6 weeks. This time frame,
however, rests on the assumption that the export does
not involve highly sensitive technology and is not
destined for a sensitive country such as the Soviet
Union, and that the exporter has supplied all the cor-
rect documentation to the Commerce Department. De-
lays occur when the exporter submits insufficient or
incomplete information or when other agencies, usu-
ally the Departments of State and Defense, exercise
their right to review an application. In such cases, de-
lays of months and, in extreme cases, years may result.

A number of proposals currently being considered
to facilitate export while protecting national security,
such as elimination of export licenses to most West-
ern European countries, reduction of controls in situ-
ations where identical technology is available from
other foreign sources, and reconsideration of which
technology is deemed to be militarily sensitive, may
remove many medical devices from controls. Simi-
larly, Administration moves to ease restrictions on ex-
ports to China will open up that market to increasing
numbers of U.S. medical devices.

U.S. Government Export Promotion Activities

Department of Commerce.—Most Government ex-
port promotion activities are centered in the Depart-
ment of Commerce. Among the department’s export
promotion activities are the Export Trading Company
program, the dissemination of information about
standards, the development of market research data,
and the activities of the Foreign Commercial Service.

Under the Export Trading Company Act (Public
Law 97-290) groups of U.S. exporters are able to com-
bine their resources to aggressively seek export mar-
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kets. Groups of medical device exporters or even a
single medical device manufacturer may obtain a cer-
tificate from the Department of Commerce enabling
them to engage in certain activities that would other-
wise be prohibited under antitrust laws. There has been
little experience in the operation of export trading com-
panies, and it will be some time before it can be deter-
mined whether the program will in fact significantly
promote U.S. exports. At the present time, no medi-
cal device manufacturers appear to have attempted to
establish export trading companies.

A second Commerce Department function of poten-
tial significance to the medical device industry is the
compilation by the National Bureau of Standards of
lists of applicable foreign standards. This project has
not yet been completed, but when it is, the ready avail-
ability of applicable foreign standards will be of help
to U.S. medical device exporters. There is currently
no compilation of medical device standards. FDA’s Bu-
reau of Medical Devices publishes an annual survey
of standards for medical devices, but it simply iden-
tifies relevant standards of most major U.S. trading
partners and does not reproduce them. The actual
standards are available only from sources in the for-
eign country, or, in some cases, from private organi-
zations in the United States, such as the American Na-
tional Standards Institute, Inc.

The Department of Commerce also provides a va-
riety of resources for potential exporters, including
market research and computerized lists of market op-
portunities. The department has, for example, com-
missioned detailed market surveys of the medical de-
vice markets in a variety of countries. These Country
Market Surveys include information about market
conditions, the status of foreign competitors, the ma-
jor end-users, and forecasts of the markets for particu-
lar medical devices. Also included are brief reviews
of foreign government regulations. The department
also maintains lists of potential purchasers of U.S.
goods.

Although the services provided in the Department
of Commerce are not a substitute for individual mar-
ket analyses by an exporter and do not eliminate the
exporter’s need for competent assistance in the foreign
market, they do provide some help, particularly to
first-time exporters to certain markets.

Department of the Treasury .—The most significant
financial export incentive provided by the U.S. Gov-
ernment and available to exporters of medical devices
is the “DISC” export tax system. Under the DISC pro-
visions of the income tax code, a corporation engaged
in export trade may set up a corporation called a
Domestic International Sales Corp. (DISC), through
which it channels its export sales. It is then permitted
to defer tax on portions of the income of the DISC.

Under the complicated accounting rules applicable to
DISC taxation, the amount of income thus sheltered
varies, depending on the level of export sales made by
the DISC, but generally up to 20 percent of the income
generated by export sales can be sheltered.

The DISC system is currently under congressional
review. International criticism of the DISC system as
an illegal export subsidy persuaded the United States
to make a commitment to its foreign trading partners
to eliminate it. There are several possible replacements
for the DISC system pending before Congress.

U.S. Trade Representative.—The U.S. Trade Rep-
resentative (USTR) is the principal U.S. negotiator for
international trade agreements. USTR represented the
United States at the Tokyo Round of the Multilateral
Trade Negotiations, held under the auspices of the
General Agreement on Tariffs and Trade (GATT),
which led to the development of the Standards and
Government Procurement Codes. The Standards Code
is an agreement among the signatory countries, in-
cluding most major export markets for U.S. medical
devices, not to use standards as nontariff barriers (see
app. H). The Government Procurement Code is an
agreement to expand the opportunities of foreign sell-
ers to compete for Government contracts. By seeking
to enforce U.S. rights under these agreements, and by
negotiating for an expansion of their scope, USTR can
play a role in expanding foreign markets for U.S. med-
ical devices.

USTR also conducts bilateral negotiations to remove
specific trade barriers to U.S. goods. The issues are
usually brought to the attention of the USTR by pri-
vate industry. For instance, USTR has been negotiat-
ing a reduction in Japanese medical devices trade bar-
riers for the last year. The U.S. medical device industry
brought to the attention of USTR a number of Japa-
nese import procedures that had the effect of signifi-
cantly limiting the access of U.S. products to the Jap-
anese market. Among these barriers were regulations
requiring chemical testing for devices, restrictions on
changes in import agents, complex procedures for ap-
proving minor device changes that do not affect health
and safety, and the generally slow process leading to
approval of medical devices. Negotiations between the
Japanese and USTR have had limited positive results,
with some restrictive procedures having been modi-
fied to accommodate U.S. concerns (see below).

Canada

The Canadian market for medical equipment, in-
cluding medical devices, was approximately $440 mil-
lion in 1981 (241). By 1980, imports of medical equip-
ment had reached an estimated $391 million annually,
constituting 88 percent of the total market. By far the
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largest share of the imports, 82 percent in 1980, came
from the United States, and many of the domestic
Canadian medical device manufacturers are owned by
U.S. firms. Canada has had universal health insurance
since the early 1970s.

Import Requirements

There is no import license required for medical de-
vices. However, under regulations issued by the Min-
istry of National Health and Welfare, it is illegal for
any person to import for sale any device which does
not meet the specific requirements relating to safety,
efficacy, and truthful labeling of the Canadian Food
and Drug Act or the Medical Device Regulations (255).
As in the United States, goods found to be noncon-
forming may be relabeled or modified by the importer
to meet Canadian requirements.

In addition, within 10 days of the first sale of a de-
vice in Canada, importers are required to provide in-
formation to the Health Protection Branch of the Min-
istry of National Health and Welfare regarding the
foreign manufacturer or importer, the Canadian dis-
tributor, the model number, any drugs present in the
device, statements of the uses for which the device is
being offered, and the method(s) of sterilization, if any,
recommended by the manufacturer.

Extra-oral dental X-ray equipment is subject to spe-
cial import restrictions (254). Imported radiation-
emitting devices must comply with all applicable
standards regarding design, construction, and func-
tion. Canada will accept X-ray devices certified under
U.S. FDA performance standards.

Tariffs on medical devices now average approx-
imately 15 percent and are expected to be reduced to
9.5 percent by 1985 under GATT commitments al-
ready made by Canada (241).

Product Approval Process

Both imported and domestically manufactured med-
ical devices are regulated by the Health Protection
Branch of the Ministry of National Health and Wel-
fare, which carries out laws such as the Radiation Emit-
ting Devices Act, the National Health and Welfare Act,
the Food and Drugs Act, and the Hazardous Products
Act, which concern the types of information required
to be submitted and the timing of the submissions.

Under the Canadian product approval system, the
manufacturer or importer of a medical device must
conduct premarket tests and present the results to the
Health Protection Branch. The data must indicate the
benefits and performance results claimed for the de-
vice. In addition, at any time the manufacturer must
be prepared, if requested, to provide to the Assistant

Deputy Minister of the Health Protection Branch in-
formation on test methods and test results (255).

Only recently has the Canadian Government begun
to develop regulatory standards for medical devices.
The Bureau of Medical Devices in the Health and Pro-
tection Branch of the Ministry is concerned with the
technical and scientific aspects of medical device reg-
ulation regarding the quality, safety, and efficacy of
medical devices (241). The bureau conducts research
to allow it to enact specific safety and performance
standards for various types of medical devices and to
develop test methods to evaluate conformity with these
standards. It also tests devices for compliance with
standards, to assess manufacturer’s claims for safety
and efficacy, and to evaluate newly suspected hazards
in previously approved devices.

In addition to its scientific duties, the bureau accu-
mulates information on sales of medical devices in
Canada and monitors recall developments in foreign
countries. When appropriate, it also initiates recalls
of imported devices.

Only a few types of medical devices are presently
subject to mandatory standards promulgated by the
bureau (241). In addition to the standards for radia-
tion-emitting devices, there are now national stand-
ards on leakage of current from electromedical devices
and the design and operation of oxygen inhalators.
These standards tend to be similar, though not iden-
tical, to U.S. standards.

The bureau has also enacted regulations requiring
premarket review of all implantable medical devices
and submission by the manufacturer of safety and ef-
fectiveness data. It is expected that the bureau will issue
additional standards for a number of medical devices
in 1984—including labeling and packaging standards
for radioenzyme testing devices, infant incubators,
medical gas cylinders, and ozone emissions from med-
ical devices.

Medical devices that are “new” within the definition
of the Canadian Food and Drugs Act are subject to
additional regulatory requirements first imposed in
1975 (255). At the present time, the only products that
fit this category of “new” devices are intrauterine
devices, cardiac pacemakers, prolonged-wear contact
lenses, and intraocular lenses. Even these devices are
considered new only if they have not previously been
sold by the same manufacturer in Canada, differ from
a device previously sold by the same manufacturer in
Canada, or are identical to a device previously sold
in Canada by the same manufacturer but recalled or
withdrawn from the Canadian market. To be sold in
Canada, new devices must receive a Notice of Com-
pliance from the Health Protection Branch.

In addition, it is usually necessary for manufacturers
of certain medical devices to comply with standards
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set by the Canadian Standards Association, an inde-
pendent, private body. The association has two gen-
eral specifications that govern X-ray equipment and
electromedical equipment. Provincial governments en-
force compliance with these standards (241).

Other Market Factors

Other than tariffs, which are temporarily somewhat
higher than in the other developed countries in this
study, the Canadian market remains remarkably free
of direct and indirect import barriers. The health care
delivery system does not discriminate overtly against
purchase or use of foreign medical devices. However,
the Canadian Federal Government has had a practice
of granting a preference to goods of Canadian origin
when making purchasing decisions. This has taken the
form of accepting bids by Canadian suppliers that are
within a specified range (5 to 15 percent) of the lowest
bid offered by a firm importing similar goods.

Some provinces, particularly Ontario and Quebec,
have adopted similar preferences for products from
within the province. Although the Federal and Pro-
vincial governments purchase most of the medical
devices sold in Canada, the effect of their procurement
policies on imports has not been as great as might have
been expected, probably because except for disposable
the Canadian medical devices industry is not well de-
veloped.

Japan

The Japanese market for all medical equipment, in-
cluding medical devices, was estimated to be about
$1.24 billion in 1982 (122). The share of the Japanese
medical equipment market held by imports has in re-
cent years been only about 23 percent, one of the
lowest percentages for any industrialized country ex-
cept the United States. The United States is the largest
supplier of medical equipment in Japan, providing ap-
proximately 60 percent of all such imports in 1982.

Import Requirements

Special technical import requirements apply to
many products, including medical devices. When a de-
vice is subject to one of these technical requirements,
a firm must apply to the Ministry of International
Trade and Industry (MITI) for an import quota cer-
tificate. In addition, U.S. products that require an ex-
port license under the U.S. Export Administration Act
or are subject to other U.S. export controls must also
have an import certificate. Most medical devices are
also subject to technical inspection at the point of en-

try to Japan to assure that any applicable standards
have been met.

Under the Pharmaceutical Affairs Law, importation
of medical devices into Japan must be approved by
the Ministry of Health and Welfare unless the devices
bear the Japanese Industrial Standards Committee (JIS)
mark of approval (243). The term medical device in-
cludes instruments for use in the diagnosis, cure, or
prevention of disease in man or animals, or intended
to affect the structure or function of the body and
which are designated by Cabinet Order.

Two types of licenses are necessary to import a med-
ical device. The first is a license for professional im-
portation, a general license required of all importers,
which signifies that a company or person is qualified
to sell medical equipment in Japan. The purpose of this
licensing procedure is to ensure that each company im-
porting medical equipment to Japan has the capabil-
ity and knowledge to service the equipment and in-
struct purchasers in its proper use. Each office of an
importing firm must be separately licensed for profes-
sional importation. These licenses are valid for only
3 years.

Each type of medical device to be imported must
also be granted a separate product license, which is
to ensure the quality, safety, and efficacy of the de-
vice (243). To be granted a license, the device, if it has
not already received the JIS mark, must go through
a time-consuming and rigorous testing and approval
process. Virtually any modification in the design or
type of a device being imported, even if it does not
change the product’s performance, requires a repeti-
tion of the product approval process discussed below,
as though an entirely new product was being licensed.

Until August 1983, only an importer could apply
for a product license. The theory behind this require-
ment was that the importer, rather than the foreign
manufacturer, actually stood behind the device in Ja-
pan for product liability and all other purposes. For
this reason, transfer of a product license from one im-
porter to another was forbidden. The effect of this re-
quirement was to limit drastically the ability of over-
seas suppliers to change their Japanese distribution
agents, since switching agents required submitting a
new product license application, causing delays of 6
months to 2 years.

In response to growing pressure from European and
U.S. Government agencies (3) and trade groups, the
Japanese Ministry of Health and Welfare in April 1983
announced planned changes in the importer and prod-
uct licensing process (173). The most significant mod-
ification was that, effective August 1, 1983, a foreign
manufacturer could apply for a product import license.
The foreign manufacturer must submit the same docu-
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ments and data relating to a device’s safety and efficacy
that are required of an importer applicant and desig-
nate an “in-country caretaker, ” who handles the re-
sponsibilities ordinarily imposed on a domestic man-
ufacturer.

Approval of a foreign manufacturer’s product im-
port application also depends on the payment of all
costs for an onsite inspection of the foreign manufac-
turer’s overseas facilities. Theoretically, all U.S. man-
ufacturers importing new devices to Japan will be sub-
ject to inspection. A “grandfather clause” limits the
applicability of this new system to medical devices not
currently on the Japanese market. A recent change in
the regulations issued under the medical device law
allows product licenses to be transferred from one im-
porter to another in certain cases.

Japan applies GATT tariffs to medical devices. The
rates now average between 6 and 8 percent and are
scheduled to decrease by 0.5 percent on average in
1984 (122). Japan has adopted the basic Customs Co-
operation Council Nomenclature (CCCN) for purposes
of classifying imports, including medical devices.

Product Approval Process

Applications for approval of the product license dis-
cussed above are made to the local prefectural gov-
ernment and must be accompanied by the results of
clinical tests conducted in Japan (242). If the device
is identical to an already approved item or has received
the JIS mark, approval by the Pharmaceutical Affairs
Bureau is automatic. Otherwise, a minimum of two
clinical studies conducted in authoritative general or
university hospitals is required. Because tests con-
ducted only on Japanese nationals are acceptable, U.S.
firms have to repeat clinical tests in Japan that have
already been conducted elsewhere (3).

The time elapsed between submission of an applica-
tion and the receipt of final approval is a minimum
of 3 months and can be as much as a year or more
(215). The Government official responsible for the re-
view need not inform the manufacturer in advance of
the data needed and may require additional studies and
information. As a result, considerable time elapses if
the Ministry of Health and Welfare returns applica-
tions for more data.

Another problem that has been raised during U. S.-
Japan discussions of medical device regulation is the
need to apply to local prefectural offices, which then
forward data to the Ministry of Health and Welfare.
The U.S. Government has urged Japan to allow local
prefectures to approve routine applications, such as
changes in the color and size of a product.

JIS, a part of MITI, has broad powers to establish
standards for industrial products. JIS standards are not

usually identical to the corresponding international or
U.S. standards. Although devices are not required by
law to conform to JIS standards, and some domes-
tically manufactured items that do not conform are
actually sold in Japan, it is very difficult to import and
sell products that do not conform to JIS standards.

Foreign manufacturers can apply for permission to
attach the JIS emblem to their products under the In-
dustrial Standardization Law (Law No. 185, 1949,
revised 1980). Permission to use the mark is given on
a plant-by-plant basis after an onsite inspection by offi-
cials of the applicable Ministry. Depending on the
nature of the medical device, permission to use the JIS
mark must be approved by MITI. JIS has promulgated
hundreds of standards relevant to medical devices
(122). The general standards are usually similar to the
standards promulgated by the International Electro-
technical Commission. Specific JIS standards have
been established for some electromedical devices in-
cluding cardiographic, electroencephalographic, and
audiometric. A program is now under way to put into
place specific standards for 38 additional electromedi-
cal devices.

Under the Pharmaceutical Affairs Law, the Minis-
try of Health and Welfare has developed its own stand-
ards for certain medical devices such as contact lenses
and artificial heart valves for which sterilization is par-
ticularly important. Products for which Ministry
standards have been developed require for importa-
tion certification that they conform with the standards.
Obtaining this certification involves testing samples
in Japan.

Other Market Factors

Both established business practices and Government
regulation hinder the importation of medical devices
into Japan.

The Japanese Government has set up the GOTODA
Committee to study ways of bringing the Japanese cer-
tification process and standards more in line with in-
ternational practice (195). The committee’s recommen-
dations have led to Government modification of some
regulations, such as the product import license scheme
above. However, a number of regulatory barriers have
remained, such as the requirements that clinical testing
be performed on Japanese people; that electromedical
devices remain at the point of entry until they have
been inspected and approved for release; and that the
product approval process be repeated for very minor
modifications not affecting a device’s performance or
safety.

Many U.S. firms operating in Japan also believe that
the Japanese Government enforces its product licens-
ing requirements unequally, to the disadvantage of im-
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porters. Because the Ministry of Health and Welfare
lacks a domestic enforcement arm similar to the FDA’s
field force, violations of the product licensing require-
ment may go undetected.

The existing system of distribution is also a stumbling
block to expansion of the import market in medical
devices. U.S. firms and their subsidiaries have gener-
ally relied on domestic sales agents to sell their prod-
ucts, Direct sales by importers to end-users were
unheard of until the recent changes in Japanese regu-
lations effective August 1, 1983. Direct sales will prob-
ably remain rare for a while, given the importance of
personal ties to the market and the requirement that
foreign firms wishing to sell to an end-user must ob-
tain a license for professional importation which in-
volves inspection of each plant where the product is
manufactured. Such licenses, however, are not re-
quired for import sales to distributors or other firms
that resell the equipment to end-users.

Although most U.S. manufacturers of medical de-
vices have not had Japanese subsidiaries, a growing
number of U.S. firms, including Beckman Instruments,
Inc., American Hospital Supply Corp., and Baxter
Travenol Laboratories, Inc., have set up subsidiaries
to promote Japanese sales. Using subsidiaries assures
buyers that the seller has the knowledge and ability
to give proper instruction in use of the device and to
service it after sale, both important factors in selling
very sophisticated electromedical devices.

Sales to an agent remain the most common form of
product distribution, not only for medical devices but
also for many other imported products. However, the
system of selling through agents results in one or more
markups of the device’s price, which pushes the price
of foreign products above those of comparable Japa-
nese products.

United Kingdom

The United Kingdom has traditionally been a ma-
jor market for medical devices because of its exten-
sive and sophisticated health care system. In 1982, total
sales of medical equipment in the United Kingdom
were in excess of $600 million (52). The size of the U.K.
medical device market is linked directly to expenditures
for the nationalized health care system, which has
slowed considerably during the 1980s.

In 1982, the United Kingdom imported $537 million
of medical devices. The United States had the largest
share of the total U.K. import market for medical
devices with 28 percent, up from 25 percent in 1980
(52). It is expected that the U.S. share will continue
to increase to nearly 36 percent of total imports by
1987. Increases in medical device imports from other

major suppliers will reflect both increased competition
among foreign suppliers to maintain their sales and de-
creased sales by U.K. domestic suppliers. The major
new products in which U.S. suppliers are expected to
do well over the next 5 years are high-technology
items, such as laser technology, fiber optics, and
micro-surgical equipment.

Import Requirements

The general British import regulations applicable to
all imported goods do not appear to significantly im-
pede the importation of medical devices (105). Nor are
foreign manufacturers of medical devices required to
obtain Government-issued clearances when their goods
are imported into the United Kingdom. Foreign con-
cerns are permitted to negotiate directly with the end-
user, and there is no requirement that the transaction
be reported to the Government. Imported medical de-
vices are subject only to routine customs procedures.

As a member of the European Community, the
United Kingdom does not impose tariffs on the prod-
ucts of European Community member states. There-
fore, members can sell medical devices in the United
Kingdom at a competitive advantage. The United
Kingdom along with many other European countries
adheres to the CCCN for the classification of medical
devices. Having a standardized category of goods
simplifies the import and export of medical devices.

British tariff duties do not impose a substantial bar-
rier to the importation of medical devices. The duty
rates on most medical devices range from 5 to 8 per-
cent ad valorem and are generally comparable to or
slightly below similar tariffs in the United States. Cer-
tain medical device imports, such as those intended
for training and research or for sale to nonprofit in-
stitutions may be exempted altogether from the im-
position of duties.

In addition to being subject to duties imposed on
devices from non-European Community countries, all
imported medical equipment is subject to a 15-percent
value-added tax (VAT) imposed on the duty-paid
value of the goods. The VAT is imposed in order to
equalize the treatment of imported devices with those
manufactured in the United Kingdom, which are al-
ready subject to a VAT.

Product Approval Process

Although medical devices sold in the United King-
dom are not generally subject to the drug laws or to
any mandatory scheme comparable to the controls ex-
ercised by the FDA, regulations do apply to the medi-
cal device market. Many medical devices are regulated
by two divisions of the Department of Health and
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Social Security. The Medicines Division controls the
manufacturing, licensing, clinical trial, certification,
safety, efficacy, pre-market approval, labeling, quality
control and adverse-reaction reporting of those devices
subject to the provisions of the Medicines Act of 1968,
as amended. Although the Medicines Act applies pri-
marily to drugs, it also covers such devices as surgi-
cal sutures, dental filling substances, contact lenses,
intrauterine contraceptive devices, and certain radioac-
tive medicinal products (174).

The Supplies, Industries, and Exports Division ad-
ministers the Drug Tariff, which lists products that
may be prescribed and distributed through the Nation-
al Health Service (NHS). In addition, this division sets
specific purchasing requirements for such medical
devices as X-ray equipment, hemodialysis machines,
and surgical implants (174). The activities of the divi-
sion are focused on devices that the Government pur-
chases in large volume and on products that, if found
to be defective, would pose a substantial hazard to the
public health and welfare. Through the Supplies, In-
dustries, and Exports Division, the Government, which
is by far the largest purchaser of medical devices, rou-
tinely sets quality and safety standards for the prod-
ucts it purchases. These standards, adhered to by
domestic procedures, must be complied with by im-
porters in order to sell in the U.K. market.

The Government also influences, unofficially, the
types and specifications of other medical devices
through a voluntary system of manufacturer registra-
tion that operates through the National Health Serv-
ice (174), Under the control of the Scientific and Tech-
nical Branch of the Supplies, Industries, and Exports
Division, this system allows manufacturers of medi-
cal devices to voluntarily register their businesses
under certain “good manufacturing practice” guides
that have been developed in consultation with British
trade associations.

Registration certifies that equipment manufactured
by the concern meets certain safety and effectiveness
criteria. The guides cover the entire manufacturing
process, from training of personnel to packaging, la-
beling, and possible recall. The first guide, applicable
to sterile, single-use medical devices, became effective
in 1982. Guides are expected to be issued for numer-
ous areas in the future.

Although NHS hospitals are not required by law to
make purchases from registered manufacturers, the
system contains incentives to encourage registration.
The Health Service Supply Council will circulate lists
of registered manufacturers along with a recommen-
dation that products should be purchased only from
listed manufacturers. In effect, then, the Scientific and
Technical Branch’s advisory standards will guide the

purchase of medical equipment by NHS hospitals. Be-
cause these hospitals do most of the medical equip-
ment purchasing, it will generally be good business
practice for a device manufacturer to register under
a “good manufacturing practice” guide, if one applies.

The combination of standards for Government pur-
chases and reliance by private purchasers on those
standards acts as an unofficial regulatory scheme for
both imported and domestic medical devices sold in
the United Kingdom. The result is a degree of regula-
tion of medical devices, that, though lacking a statu-
tory basis, is as pervasive as that existing in almost
any other country. The “voluntary” registration pro-
cedure will soon augment the power of these indirect
controls even further.

Certain medical devices, including electrical and
radiological medical equipment, must also comply
with standards issued by the British Standards Insti-
tution (BSI) (52). These standards may pose signifi-
cant obstacles to U.S. manufacturers, since compliance
with U.S. standards does not always satisfy all U.K.
requirements. In general, compliance with the stand-
ards of BSI is now as important in the sale of electri-
cal medical devices as compliance with a standard
developed by the Supplies, Industries, and Exports
Division.

Other Market Factors

Since Government agencies purchase the vast ma-
jority of all medical devices sold in the United King-
dom, marketing strategy must be aimed at Govern-
ment, rather than private, procurement. Purchases by
Government hospitals and other agencies have in the
past been made primarily at the local level, rather than
through a centralized purchasing system. This decen-
tralized purchasing system for NHS hospitals has
resulted in hospitals’ buying equipment which may not
be exactly what they need, or paying more for equip-
ment because they are not buying in large quantities.
In an effort to overcome these problems, NHS has
recently revised its purchasing procedure to set up 17
regional purchasing centers and a new, national Supply
Council to act as a central purchasing agency for high-
volume equipment purchases (52).

France

The French market for all medical equipment was
an estimated $356 million in 1980, with imports ac-
counting for about 70 percent of that market (286).
Exports of French medical equipment have averaged
about 80 percent of imports to France. During the last
decade, the United States replaced West Germany as
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the leading exporter of medical equipment and in 1980
provided about 24 percent of all imported medical
equipment to France.

Import Requirements

In addition to the regular documents for import, nu-
merous medical devices require technical visas, which
permit surveillance of the quantity and price of im-
ports (286). Technical visas are required for anesthetic
equipment, syringes and surgical supplies, special diag-
nostic equipment, blood transfusion apparatus, and
electrostatic units containing artificial radioactive
elements.

Tariffs on most imported medical equipment range
between 5 and 13 percent (286) and apply only to
goods outside the European Community. Under com-
mitments made at the Tokyo Round of GATT, these
tariff rates should decrease slightly over the next few
years. France does impose a VAT of 17.6 percent on
most goods, including medical devices, regardless of
their source.

Product Approval Process

A combination of technical standards and product
approval requirements necessary for government pur-
chases and reimbursement payments constitutes an in-
direct but comprehensive system of regulation. The ef-
fectiveness of this system is increased by the reliance
private parties place on official standards in making
their own purchasing decisions.

The French Pharmacopeia3 sets forth detailed purity
standards for drugs and “sterile devices, ” such as sur-
gical dressings, sutures, certain implants, absorbent
cotton, and a variety of plastic products. Pharma-
copoeia requirements technically apply only to prod-
ucts that are sold to public institutions or to products
that claim to comply with the Pharmacopoeia. How-
ever, their role in practice is far broader, since private
purchasers also rely on compliance with Pharmacopoeia
requirements as an indication of quality (164).

For certain medical devices that are to be sold to
public institutions, French law requires official gov-
ernment approval through “homologation.” The Com-
mission d’Homologation periodically lists certain cat-
egories of devices that must be approved before they
can be purchased by a public institution. Manufac-
turers must formally apply to the commission, which
requires submission of test reports by the manufac-

3The French Pharmacopoeia has semiofficial status in France, under the
authority of the Ministry of Public Health. Although its definitions, proce-
dures, and standards do not have the same force and effect, as for example,
FDA regulations in the United States, it is used as a guideline to identify health
and safety violations associated with various drugs and medical devices.

turer. At the end of the process, a proposal is made
to the Ministry of Health, which issues an approval
decree and a homologation number (164). Many man-
ufacturers submit their products to the homologation
process even when they are not required to do so, be-
cause products with official approval have a larger
market.

Certain medical devices sold to public agencies are
also subject to technical standards developed with the
cooperation of industry and the Association Francaise
du Normalization (AFNOR), a governmental stand-
ards body. These standards are imposed by various
agencies of the national government (286). These prod-
ucts may not be imported unless the Ministère de l’ln-
dustrie, du Commerce et de l’Artisunat has certified
that they conform with the applicable technical stand-
ards. If the relevant standards are developed or ad-
ministered by a department other than the Ministère
de l’Industrie, initial testing and approval of the de-
vice will be done by that department.

The difference between the AFNOR standards and
those under the homologation process is that the
AFNOR standards cover very technical matters such
as the electrical workings of a device, while the homo-
logation process is a much more general product ap-
proval process dealing with both electrical and non-
electrical devices. Compliance with AFNOR standards
can be useful in marketing a product. Conformity is
shown by an “NF” mark on the label, which can only
be used with permission of AFNOR after testing of the
product and inspection of the manufacturing premises.4

Other Market Factors

Government procurement is a very important fac-
tor in the French medical device market, with pur-
chases by public hospitals accounting for the largest
segment of the market. A central purchasing group
representing public hospitals, the Union de Groupe-
ments d’Achats Publiques, accounts for over one-half
of the medical equipment purchases by all public hos-
pitals (376). Acceptance by this group can assure a
product’s success, particularly since private purchas-
ing decisions tend to follow government procurement
decisions.

Government purchases are made in one of three
ways: through privately negotiated contracts, through
competitive bidding, and through bidding where fac-
tors other than price are considered. But despite
France’s adherence to the Agreement on Government
Procurement under GATT, a 1975 “Buy French” pol-
icy does apply to purchases of numerous products—
including external blood collection systems, hyperbaric

4See  Exporters’ &cyc]opec/ia,  at 2:481-482  (105).
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chambers, body scanners, and artificial kidney ma-
chines (286). The requirement for Ministry of Public
Health “advice” on purchases of “innovative” equip-
ment by the public sector (previously limited to “heavy
equipment”) often takes the form of approved lists of
suppliers.

In addition, an effort is being made to strengthen
the capabilities of regional health authorities for pro-
viding advice on contemplated purchases. Such “ad-
vice” is unlikely to favor U.S. suppliers if viable local
alternatives exist, or where a manufacturer is a signif-
icant local employer. Indeed, U.S. manufacturers have
been informed that new products will not be approved
by the French authorities for purchase where there is
a competitive French-manufactured device (284).

France also requires companies importing diagnos-
tic products to set up a quality control laboratory in
France to recheck every shipment, regardless of wheth-
er it has undergone quality control audits in the coun-
try of origin. No shipment of medical devices will be
licensed without testing in a Government-approved
laboratory (444).

Federal Republic of Germany

In 1980, sales of medical equipment and supplies in
the Federal Republic of Germany totaled more than
$1.5 billion (188). In 1979, the United States was the
leading foreign supplier of medical equipment with 25
percent of imports (377).

Import Requirements

Products of European Community, Western Euro-
pean, and developing countries are not subject to im-
port duties (188). Tariff rates applicable to medical
equipment from other countries average 6 to 9 per-
cent, with a maximum of about 11 percent. Most im-
ports are subject to a VAT of 13 percent, similar to
the VAT levied on domestically manufactured prod-
ucts. Some imported manufactured products are sub-
ject to special excise taxes in addition to the “import
equalization tax. ” Foreign exporters to West Germany
who must pay both the tariff and the “import equaliza-
tion tax” face a significant disadvantage (216).

Product Approval Process

Regulation of medical devices is similar to that ex-
isting in the United States prior to the passage of the
Medical Device Amendments of 1976, with regulation
of some products as an outgrowth of the regulation
of pharmaceuticals. The 1976 Law on the Reform of
Drug Legislation pertains to “fictitious drugs, ” which
include devices containing a drug, devices to be intro-

duced into the body, dressings and surgical sutures,
and diagnostic products (94). Specific regulations have
been promulgated to govern manufacture, licensing,
clinical trials, reporting of adverse effects, and liability
for damage caused by drugs.

Although fictitious drugs are not now subject to
these regulations, the regulations could be extended
to them in the future. Under the Drug Reform Law,
the government also has a number of enforcement
tools that can be used against regulated devices con-
sidered misleadingly labeled, unsafe, or ineffective.

Two provisions of the law are of special interest to
importers. First, surgical suture material and certain
diagnostic products may be imported outside the Euro-
pean Community countries only if the importer ob-
tains certification from a competent authority of the
manufacturing country (such as FDA in the United
States) that the World Health Organization’s good
manufacturing practices have been adhered to or that
the import is in the interest of the general public. West
Germany is in the process of adopting its own GMP
regulations for the pharmaceutical industry, and these
will apply to manufacturers of fictitious drugs.

Second, the law requires any person who markets
a medical device that comes under the Drug Reform
Law to maintain a place of business within West Ger-
many. The European Community recently ruled that
this requirement is illegal and has asked that it be abol-
ished, but its future is uncertain.

Although the Drug Reform Law covers a relatively
small segment of the medical device industry, a much
larger segment is indirectly regulated. Regulations
issued under the German General Technical Law re-
quire that the manufacturer of technical medical equip-
ment is in proper condition and that either the manu-
facturer or an expert has subjected the devices to final
inspection (192).

Test protocols may be required from the manufac-
turer for certain types of equipment, and testing must
be carried out at one of 34 designated institutions.
Testing for most medical devices is voluntary, but is
often performed because it has some commercial value
for the manufacturer. However, proposals have been
circulating in West Germany to make testing under this
law mandatory for all electromedical devices.

Regulation of medical devices also occurs on a piece-
meal basis through the work of the Deutsches Institut
Fur Normung (DIN), the official standards body in
West Germany. DIN has developed standards in such
areas as the testing, storage, labeling, and packaging
of products, and the materials, dimensions, and toler-
ances to be used in manufacturing for a large number
of medical devices. Among the medical items for which
standards exist are surgical dressings, implants, and
transfusion and hematological equipment. Although
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compliance with an applicable DIN standard is not re-
quired by law, in practice it can be a major advan-
tage in the marketplace to have a DIN mark of ap-
proval on a product. Moreover, much interpretation
of DIN standards is done in practice by West German
test laboratories whose approval is very important for
marketing a product in West Germany (458).

West Germany has a pharmacopoeia, but with only
limited applicability to medical devices. Its main focus
is drugs and only a few medical devices, such as sur-
gical sutures and dressings, are included.

Other Market Factors

West Germany is a signatory to the GATT Agree-
ment on Government Procurement. Although govern-
ment spending represents a substantial portion of all
health care expenditures, purchases of medical devices
are for the most part decentralized without the direct
involvement of Government agencies. In practice, the
chief physician in a hospital or in one of its depart-
ments makes all purchasing decisions. The major ex-
ception involves purchases of $75,000 or more by
university clinics. Such purchases must be approved
by the German Research Association. There is no offi-
cial “Buy German” policy, but the tendency of pub-
licly financed health care institutions is to purchase
West German products.

Mexico

The market for medical equipment in Mexico is
small but growing. Approximately $44.2 million was
spent during 1980 on medical equipment, including
medical devices (28). Imports account for nearly 85
percent of all purchases of medical equipment. The
United States is the largest exporter, with 38 percent
of the market in 1980. The Federal Republic of Ger-
many (18 percent in 1980) and France (9 percent in
1980) are closest U.S. competitors. Devices for which
production is labor-intensive are generally supplied do-
mestically, while devices that require highly techno-
logical processes are often imported.

Import Requirements

The Mexican system of import control involves a
dual scheme of licensing and tariffs (105). Importers
may obtain a license by applying to the Ministry of
Commerce. The request is considered by one of 13
committees that specialize in a particular portion of
the tariff or by a special committee that considers
license requests by Government agencies. Requests are
usually acted on within 2 weeks. Imports by govern-

ment agencies must be approved in advance by the
Public Sector Imports Committee, and approval will
be withheld if a domestic product is available which
is reasonably competitive in price and quality.

Mexico maintains no special import requirements
for most medical devices. One exception to this is that
all devices to be physically connected to a patient re-
quire import permits from the Ministry of Industry and
Commerce and the Ministry of Health and Assistance
(378). However, these permits are neither difficult nor
costly to obtain.

The majority of medical devices imported into Mex-
ico are subject to tariffs which range from 2 to 35 per-
cent (28). The median tariff is in the 10- to 15-percent
range, somewhat higher than other countries in this
study. The Mexican tariff generally follows CCCN.
Mexico is not a signatory to the GATT. However, the
only countries with preferential tariffs are other mem-
bers of the Latin America Integration Association
(Argentina, Bolivia, Brazil, Colombia, Chile, Ecuador,
Paraguay, Peru, Uruguay, and Venezuela) (378).

Product Approval Process

There is no specific system of product approval for
medical devices under Mexican law. Certain devices,
however, require approvals from Mexican commis-
sions that act as counterparts to U.S. utility commis-
sions. For example, all electrical devices must be ap-
proved by the Federal Electricity Commission, a state-
owned corporation, and equipment incorporating
radioactive materials must receive approval from the
Nuclear Energy Institute (378). There are also no offi-
cial standards governing the design or use of medical
equipment in Mexico. Medical products, for the most
part, can be brought directly into Mexico without any
preimport procedures.

Other Market Factors

The size of the Mexican medical device market and
the import share of that market are limited by a num-
ber of factors. First, over 70 percent of all health care
expenditures in Mexico are Government-controlled
(28). The emphasis of the two major Government
agencies involved in the provision of health-related
services, the Institute for Social Security and the Sec-
retariat of Health and Security, and of Mexican health
care providers in general, is on the provision of basic
health care services. As a consequence, there is a very
limited market for sophisticated high-technology med-
ical equipment, such as CT scanners and cardiac diag-
nostic equipment, in which the U.S. medical device
industry is particularly strong.
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Mexican governmental purchasing practices evi-
dence a strong preference for domestically produced
items. The Government will procure medical equip-
ment from foreign manufacturers only when the equip-
ment cannot be domestically supplied. Indeed, the
Government has a “closed border” policy under which
it will ban imports of products that compete directly
with goods manufactured in Mexico, including those
manufactured by the Mexican subsidiary of a foreign
corporation. The effect of this policy on U.S. imports
has not, so far, been great.

Finally, there is a highly developed system of im-
port agents who take responsibility for obtaining

licenses and negotiating with foreign suppliers. The
agents arrange for the import of a good and supply
the ultimate end-user. Direct sales to end-users, al-
though not rare, are not significant in volume when
compared either to sales to import agents or those
made directly to the Government.

The medical devices market has also been affected
by the foreign exchange difficulties that Mexico is cur-
rently experiencing. In late 1982, exchange controls
were placed on all foreign remittances from Mexican
banks. These controls include Government approval
of import contracts requiring payment outside of Mex-
ico, even for purchases by Government agencies.



Appendix J. —Glossary of Acronyms and Terms

Glossary of Acronyms

AAMI

AART

ACRS
AFNOR

ANSI

AOA
ASTM

BMD

BSI
CABG
CAPD

CCCN

CDC
CEN

CENELEC

CFR
CHAMPUS

CID
CLIA

CLMA

CON
CPR

CSA
CT
DEN
DHHS

DHSS

DIN
DISC

DME
DOC
DRGs
ERTA

— Association for the Advancement
of Medical Instrumentation

— American Association of Respira-
tory Therapists

— Accelerated Cost Recovery System
— Association Francaise de Normali-

sation
— American National Standards Insti-

tute, Inc.
— American Osteopathic Association
— American Society for Testing and

Materials
— Bureau of Medical Devices

(Canada)
— British Standards Institution
— coronary artery bypass graft
— continuous ambulatory peritoneal

dialysis
— Customs Cooperation Council No-

menclature
– Centers for Disease Control (PHS)
— European Committee for Standard-

ization
— European Committee for Electro-

technical Standardization
— Code of Federal Regulations
— Civilian Health and Medical Pro-

gram of the Uniformed Services
— commercial item description
— Clinical Laboratory Improvement

Act
— Contact Lens Manufacturers Asso-

ciation
— Certificate of need
— customary, prevailing, and rea-

sonable
— Canadian Standards Association
— computed tomography
– Device Experience Network (FDA)
— Department of Health and

Human Services
— Department of Health and Social

Security (United Kingdom)
— Deutsches Institut fur Normung
— Domestic International Sales

Corp.
— durable medical equipment
— Department of Commerce
— diagnosis related groups
— Economic Recovery Tax Act of

1981

ESRD
FDA

GAO

GATT

HCFA

HIDI

HIMA

HMO
IDE
IEC

IFAC

IND
IV
IPA
IPPB

IRS
ISO

ITA

IUD
JCAH

JIS
MEDIPP

MITI

NBS

NCCLS

NCI
NFPA

NHLBI

NHS

NIADDK

NIH

— end-stage renal disease
— Food and Drug Administration

(PHS, DHHS)
– General Accounting Office (U.S.

Congress)
— General Agreement on Tariffs and

Trade
-- Health Care Financing Administra-

tion (DHHS)
— Health-Care Instrument and Device

Institute
— Health Industry Manufacturers’

Association
— health maintenance organization
— investigational device exemption
— International Electrotechnical Com-

mission
— Industry Functional Advisory

Committee (DOC)
— investigational new drug
— intravenous
— individual practice association
— intermittent positive pressure

breathing
— Internal Revenue Service
— International Organization for

Standardization
— International Trade Administration

(DOC)
— intrauterine device
— Joint Commission on Accreditation

of Hospitals
– Japanese Industrial Standards
— Medical District Initiated Program

Planning
— Ministry of International Trade

and Industry (Japan)
— National Bureau of Standards

(DOC)
— National Committee on Clinical

Laboratory Standards
– National Cancer Institute (NIH)
— National Fire Protection Asso-

ciation
— National Heart, Lung, and Blood

Institute (NIH)
— National Health Service (United

Kingdom)
— National Institute of Arthritis,

Diabetes, Digestive, and Kidney
Diseases (NIH)

– National Institutes of Health (PHS,
DHHS)
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NMR – nuclear magnetic resonance
NSF – National Science Foundation
OEA – Office of Export Administration

(DOC)
OHTA – Office of Health Technology (PHS,

DHHS)
OIML – International Organization for

Legal Metrology
OMB – Office of Management and Budget
OTA — Office of Technology Assessment

(U.S. Congress)
PHS – Public Health Service, DHHS
PMAA – premarket approval application
PRO — peer review organization
PSRO – Professional Standards Review Or-

ganization
R&D research and development
Rehab R&D - Rehabilitation Research and Devel-

SBIC
SBIR
SIC
TEFRA

TÜV
UCR

UL
U.S.C.
USTR
VA
VAMKC

VAREC

VAT
VDE

WHO
YAG

opment
— Small Business Investment Corp.
— Small Business Innovation Research
— Standard Industrial Classification
— Tax Equity and Fiscal Responsibil-

ity Act of 1982
— Technischer Uberwachungs Verein
— usual, customary, and reasonable

charges
— Underwriters Laboratories, Inc.
— United States Code
— U.S. Trade Representative
— Veterans Administration
— Veterans Administration Marketing

Center
— Veterans Administration Rehabili-

tation Engineering Center
— value added tax
— Verband Deutscher Elektro-

techniker
— World Health Organization
— yttrium aluminum garnet

Glossary of Terms

Applied research: Investigation whose objective is to
gain knowledge or understanding necessary for
determining the means by which a recognized and
specific need may be met.

Basic research: Original investigation whose objective
is to gain fuller knowledge or understanding of the
fundamental aspects of phenomena and of obser-
vable facts without specific applications in mind.

Capital costs: Expenditures for plant and equipment
used in providing a service. Under Medicare’s pro-

spective hospital payment system established by the
Social Security Amendments of 1983 (Public Law
98-21), hospitals’ capital costs (depreciation, inter-
est, and return on equity to for-profit institutions)
are treated as passthroughs (i. e., are not subject to
the new system’s controls).

Certificate of need (CON): A State regulatory plan-
ning mechanism encouraged by the National Health
Planning and Resources Development Act (Public
Law 93-641) to control expenditures for and distri-
bution of expensive medical care facilities and
equipment. CON applications are reviewed by local
health systems agencies, which recommend ap-
proval or disapproval to State health planning
agencies.

Class 1: One of three regulatory classes set up by the
1976 Medical Device Amendments (Public Law 94-
295). Class I, general controls, contains devices for
which general controls authorized by the act are suf-
ficient to provide reasonable assurances of safety
and effectiveness. Manufacturers of Class I devices
must register their establishments and list their de-
vices with the Food and Drug Administration (FDA),
notify FDA before marketing a device, and conform
to good manufacturing practices.

Class II: The regulatory class of devices for which gen-
eral controls are considered insufficient to assure
safety and effectiveness and information exists to
establish performance standards.

Class III: The regulatory class of devices for which
Class I general controls are insufficient to ensure
safety and effectiveness, information does not ex-
ist to establish performance standards, and the
device supports life, prevents health impairment,
or presents a potentially unreasonable risk of illness
or injury.

Conditions of participation: Requirements that a pro-
vider must meet in order to be allowed to receive
payments for Medicare patients. An example is
the requirement that hospitals conduct utilization
review.

Development: Systematic use of the knowledge or un-
derstanding gained from research in the design and
development of prototypes and processes.

Device type: All products of a particular type or a
grouping of separate types of devices that are
similar, as categorized by FDA. FDA has classified
device types according to the potential risk posed
by their use and the degree of regulation required.

Diagnosis related groups (DRGs): Groupings of diag-
nostic categories drawn from the International
Classification of Diseases and modified by the pres-
ence of a surgical procedure, patient age, presence
or absence of significant comorbidities or complica-
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tions, and other relevant criteria. DRGs are the
case-mix measure mandated for Medicare’s prospec-
tive hospital payment system by the Social Secu-
rity Amendments of 1983 (Public Law 98-21).

DRG payment: The system of prospective payment for
inpatient services by Medicare which was mandated
by the Social Security Amendments of 1983.

Good manufacturing practices: Requirements regard-
ing the manufacturing, packing, storage, and instal-
lation of devices required under the Medical Device
Amendments of 1976 and applicable to all three reg-
ulatory classes of devices.

Investigational device exemption (IDE): A regulatory
category and process under which FDA permits lim-
ited use of an unapproved medical device in con-
trolled settings for the purpose of collecting data
on safety and effectiveness. This information may
subsequently be used in support of a premarketing
approval application.

Medical device: Any instrument, apparatus, or simi-
lar or related article that is intended to prevent,
diagnose, mitigate, or treat disease or to affect the
structure or function of the body.

Medical technology: The drugs, devices, and medical
and surgical procedures used in medical care, and
the organizational and support systems within
which such care is provided.

Nuclear magnetic resonance (NMR) imaging: A diag-
nostic imaging modality that uses radiowaves and
powerful magnetic fields rather than ionizing ra-
diation.

Orphan product: Defined by the Orphan Drug Act of
1983 (Public Law 97-414) as drugs and medical
devices for rare diseases or conditions.

Peer review organizations (PROS): Physician organi-
zations established by the Tax Equity and Fiscal
Responsibility Act of 1982 (Public Law 97-248) to
replace Professional Standards Review Organiza-
tions. Hospitals are mandated to contract with
PROS to review quality of care and appropriate-
ness of admissions and readmissions. PROS are also
termed utilization and quality control peer review
organizations.

Postamendments device: A medical device first mar-
keted after May 1, 1976, when the Medical Device
Amendments took effect.

Preamendments device: A medical device marketed
before May 1, 1976, when the Medical Device
Amendments took effect.

Premarket approval application (PMAA): An applica-
tion to FDA for approval to market a new device.
The sponsor of the device must submit to FDA in-
formation to document its safety and effectiveness
before the drug may be marketed.

Procedure (medical or surgical): A medical technol-
ogy involving any combination of drugs, devices,
and provider skills and abilities. Appendectomy, for
example, may involve at least drugs (for anesthe-
sia), monitoring devices, surgical devices, and the
skilled actions of physicians, nurses, and support
staff.

Professional Standards Review Organizations (PSROs):
Community-based, physician-directed, nonprofit
agencies established under the Social Security Amend-
ments of 1972 (Public Law 92-603) to monitor the
quality and appropriateness of institutional health
care provided to Medicare and Medicaid benefi-
ciaries.

Prospective payment: Payment for medical care on the
basis of rates set in advance of the time period in
which they apply. The unit of payment may vary
from individual medical services to broader cate-
gories, such as hospital case, episode of illness, or
person (cavitation).

Standard Industrial Classification (SIC) codes: A cat-
egorization of data on products and companies that
is used by the U.S. Department of Commerce. Es-
tablishments (plants) are assigned to SIC “indus-
tries” on the basis of their primary line of business.
However, SIC data on shipments of a specific prod-
uct include all shipments of the relevant product,
regardless of the “industry” in which the produc-
ing establishment is classified.

Substantially equivalent device: A device first mar-
keted after the 1976 Medical Device Amendments
that FDA has found to be similar to a device already
being marketed. To be found substantially equiva-
lent, a postamendments device need not be iden-
tical to a preamendments device, but must not dif-
fer markedly in materials, design, or energy source.

Third-party payment: Payment by a private insurer
or government program to a medical provider for
care given to a patient.

Transitional devices: Devices that were regulated as
new drugs before enactment of the 1976 Medical
Device Amendments.
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