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This chapter provides an overview of the legal framework for
medical device regulation in the United States. This chapter
discusses the definition of a medical device and provides a
high-level overview of the risk-based regulatory approach em-
bodied in the Federal Food, Drug, and Cosmetic Act (FDCA).
Detailed discussions of the Food and Drug Administration (FDA
or “Agency”) premarket review processes and postmarket
requirements are provided in subsequent chapters. The subse-
quent chapters also discuss device regulation in the European
Union, and the roles that federal and state entities other than
FDA play in the regulation of medical devices.
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Regulatory Basics
Statutory Framework

Q1.1 What law regulates medical devices?

Medical devices are regulated under the FDCA.! The basic statu-
tory framework governing the premarket review, testing, manufactur-
ing, and marketing of medical devices was established by the Medical
Device Amendments of 1976 (the 1976 Amendments).2
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Q 1.2 How did medical device regulation develop?

When the FDCA was enacted in 1938, it required premarket re-
view of drugs but not medical devices. Devices were regulated under
the FDCA’s provisions prohibiting “adulteration” and “misbranding”
(false or misleading labeling) of products. The principal focus of the
Food and Drug Administration (FDA) was on enforcement actions
against dangerous, fraudulent, and “quack” devices that were be-
ing marketed in the 1930s through 1950s. In the late 1950s and early
1960s, medical devices became more complex and sophisticated with
the scientific breakthroughs in electronics, plastics, and engineering.
These new devices had great potential to save and improve lives, but
they also heightened FDA concerns about the potential for harm to
patients.

Congress began to consider new device legislation in the 1960s.
Congress amended the FDCA with the Drug Amendments of 1962 to
require premarket approval of “new drugs” for safety and effective-
ness, but medical devices were not included in those amendments.
The Department of Health, Education, and Welfare (DHEW) estab-
lished a Study Group on Medical Devices (known as “the Cooper Com-
mittee”) that spent years studying medical devices and considering
the best regulatory approach to apply to them. The Cooper Commit-
tee issued its report in September 1970.

The Radiation Control for Health and Safety Act of 1968 established
regulatory requirements applicable to radiation-emitting electronic prod-
ucts, some of which included medical devices such as X-ray machines.

The Medical Device Amendments of 1976 established the basic reg-
ulatory framework that is still applicable to medical devices today. Its
provisions included, among others, premarket review and approval of
medical devices, a risk-based classification scheme, good manufactur-
ing practice requirements, adverse event reporting, and requirements
applicable to investigational device studies.

The statute has been amended from time to time, including amend-
ments by the Safe Medical Devices Act of 1990 (the 1990 Act),? the Med-
ical Device Amendments of 1992 (the 1992 Amendments),* the Food
and Drug Administration Modernization Act of 1997 (FDAMA),> the
Medical Device User Fee and Modernization Act of 2002 (MDUFMA),$
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the Food and Drug Administration Amendments Act of 2007 (FDAAA),”
and the Food and Drug Administration Safety and Innovation Act
(FDASIA),® enacted in July 2012. These amendments have enhanced
FDA’s postmarket authority over devices, incorporated a “least bur-
densome” principle for review of device submissions, imposed user
fees and premarket submission review guidelines, required clinical tri-
als registration and result reporting, and more.

Q 1.3 What kinds of regulatory requirements apply
to medical devices?

The basic regulatory requirements include registration of medi-
cal device manufacturers’ and distributors’ establishments, listing
of medical devices distributed in the United States, and premarket
review by FDA prior to introducing medical devices into commercial
distribution in the United States.

Postmarket requirements include reporting adverse events and
device malfunctions (MDR reporting), device tracking, and postmarket
surveillance. Medical devices must be manufactured in accordance
with FDA’s Quality System Regulations (QSRs), which govern design
control and validation, and good manufacturing practices (GMPs).
Devices may also be subject to performance standards, restrictions
on sale, distribution and use, and other controls. The FDCA includes
statutory penalties for violations of the law.

This description of the requirements is broad and general, however,
and there are many other important details of the statute and regulations.

Definitions and Classifications

Q1.4 Whatis a medical device?

Section 201(h) of the FDCA defines a medical device as follows:

The term “device” . . . means an instrument, apparatus, imple-
ment, machine, contrivance, implant, in vitro reagent, or other simi-
lar or related article, including any component, part, or accessory,
which is

1. recognized in the official National Formulary or the United
States Pharmacopeia, or any supplement to them,
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2. intended for use in the diagnosis of disease or other condi-
tions, or in the cure, mitigation, treatment, or prevention of
disease, in man or other animals, or

3.  intended to affect the structure or any function of the body of
man or other animals, and

which does not achieve its primary intended purposes through
chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achieve-
ment of its primary intended purposes.

There are several key points regarding this definition.

First, a medical device is usually considered to be an instrument,
machine, tool, or other similar article. However, it can also include in
vitro reagents and other types of products in gel or liquid form.

Second, a device does not achieve its primary intended purpose
through chemical action within or on the body, and does not depend
on being metabolized.

Third, a medical device is intended for use in the diagnosis of dis-
ease or other conditions, or in the treatment or prevention of disease;
or it is intended to affect a structure or function of the body.

Finally, the device definition includes an accessory to a device
(for example, contact lens solution).

Q1.5 How do | know whether my product is
regulated as a “medical device”?

The definition of “device” is complex and leads to many discus-
sions about the products that are included in the definition.

A major determinant of “device” status is the manufacturer’s intent.
The manufacturer’s claims for a product establish the “intended use,”
and the same product could be a device or not a device depending upon
the claims that are made for it by the manufacturer. For example, exer-
cise equipment intended for maintaining good health would not be a de-
vice, while the same equipment with claims for cardiac rehabilitation of
heart surgery patients would be a device. As another example, a device
for the ear that is claimed to be a sound amplifier to enhance a hunter’s
normal hearing to better hear the prey would not be a device, while a
hearing aid claimed to help the hearing impaired would be a device.

5
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Q 1.6 How are devices regulated under the
statutory framework?

The FDCA establishes a risk-based regulatory framework for med-
ical devices. Under section 513 of the FDCA,° devices are classified
according to their level of risk. Class I devices present the least risk
and are subject to the act’s general controls. Class Il devices are sub-
ject to both general controls and special controls. Class Il devices,
such as implants and life-sustaining devices, are subject to the most
stringent controls, including premarket approval by FDA.

Q 1.7 What are the premarket requirements for
medical devices?

The basic framework for premarket review of medical devices was
established in 1976 by the Medical Device Amendments. At that time,
many devices were already being marketed. The pathway by which
a post-1976 medical device may come to market depends on its risk
classification and other factors.

First, almost all Class I devices, and certain Class II devices, are
exempt from premarket review.

Second, most Class II devices (and some Class | devices) may be
marketed only after FDA clearance of a premarket notification under
section 510(k) of the act. This pathway requires that the device be
“substantially equivalent” to a “predicate device.” A predicate device
is a similar product that was first marketed before May 28, 1976 (the
date of enactment of the 1976 Amendments), or that was marketed
after this date and found by FDA to be substantially equivalent to a
legally marketed device previously cleared through a 510(k) notifica-
tion. Most devices are marketed under this section 510(k) pathway,
and the premarket submission is referred to as a “510(k) notification.”

Third, Class Il devices, including a device that is not substantially
equivalent to a predicate device, may not be marketed until: (1) the
device has been tested for safety and effectiveness; (2) a premarket
approval application (PMA) has been submitted to FDA; and (3) FDA
has approved the PMA as demonstrating reasonable assurance that the
device is safe and effective for its intended use. FDA can impose condi-
tions of approval on a PMA device, including post-approval study
requirements and restrictions on sale, distribution, or use.
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Amendments to section 513(f)(2) of the statute in 2007 and 2012
established the de novo classification process. A device for which no
legally marketed predicate device exists is automatically classified as
Class III. In such a situation, a manufacturer of a low to moderate risk
device can submit a de novo request for evaluation of the automatic
Class Il designation, asking FDA to make a risk-based classification of
the device to Class Il or Class [. When FDA approves a de novo submis-
sion, that device becomes a predicate device for subsequent devices
of similar type. Another reclassification pathway is a petition for
reclassification, under which a manufacturer can petition to reclassify
a Class Il device to Class Il or Class 1.

Clinical testing of safety and effectiveness in humans must be
conducted under an “investigational device exemption” (IDE) for
“significant risk devices,” or under abbreviated IDE requirements for
“non-significant risk devices.”

Q 1.8 What are the key differences between
the 510(k) premarket notification and the
premarket approval procedures?

The PMA procedure is lengthy and difficult. Testing for safety and effec-
tiveness may take months or years. FDA may take six months to a year
(or longer) to review and make a decision on a PMA once it is submitted.

In contrast, a 510(k) notification can be cleared by FDA in ninety
days (although it often takes about six months). For these reasons,
medical device manufacturers use the 510(k) notification procedure
instead of the PMA procedure when possible.

Establishment Registration and Device Listing
Q1.9 How does FDA know what devices are being

marketed in the United States?

Sections 510(b) and 510(c) of the FDCA require a device manufac-
turer to register its establishments. Section 510(j) requires a manufac-
turer periodically to submit a list of its devices to FDA.

The definition of “manufacture” is very broad. As defined in sec-
tion 510(a)(1) of the act:
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[T]he term “manufacture, preparation, propagation, compound-
ing, or processing” shall include repackaging or otherwise chang-
ing the container, wrapper, or labeling of any . . . device package in
furtherance of the distribution of the . . . device from the original
place of manufacture to the person who makes final delivery or
sale to the ultimate consumer or user.

Under this definition, for example, a company is a manufacturer of
a device if it repackages the device or changes the wrapper or labeling
of the package.

Q 1.10  What are the establishment registration
requirements?

Any person “who owns or operates any establishment . . . engaged
in the manufacture, preparation, propagation, compounding, or pro-
cessing” of a device must register its establishment with FDA.! The
company must register its name, places of business, and all estab-
lishments it controls upon first engaging in the activity and annually
between October 1 and December 31.!' Registration generally must
be accomplished through electronic means, using FDA’'s Unified Reg-
istration and Listing System (FURLS).!? Establishments must pay an
annual registration fee.! Failure to pay this fee will render registration
incomplete.!4

Q 1.11  What are the device listing requirements?

A company must submit a listing of all its devices that are in com-
mercial distribution.’® The device listing generally must be submitted
electronically using FURLS, 6 and must be updated between October 1
and December 31 of each year when a change occurs.!”

Q 1.12 Who is required to register and list?

Under section 807.20(a) of FDA’s regulations, the establishment reg-
istration and device listing requirements pertain to any person who:

o initiates or develops specifications for a device that is to be
manufactured by a second party;

o manufactures a device either for itself or for another person;

o repackages or relabels a device;
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initially imports a device into the United States; or
manufactures components or accessories that are ready to be
used for a health-related purpose and are packaged or labeled
for commercial distribution for that health-related purpose.

Registration and listing requirements do not apply to a person who:

manufactures a component that is distributed only to a fin-
ished device manufacturer; or

acts as a wholesale distributor and does not manufacture, re-
package, process, or relabel a device.

Q 1.13  What device listing requirements apply to

importers of a device?

The initial importer of a device into the United States has the fol-
lowing device listing obligations:

If the initial importer also developed the specifications for the
device that it imports, it must submit a device listing to FDA
and update the information annually between October 1 and
December 31 when changes occur.

If the initial importer repackages or relabels the imported de-
vice, it must submit a device listing form and similarly update
the information.

If the initial importer did not initiate or develop the specifica-
tions for the device and does not repackage or relabel the de-
vice, it is not required to submit a device listing. However, the
initial importer must submit, for each device it imports, the
name and address of the foreign manufacturer. An initial im-
porter must also be prepared to submit, when requested by
FDA, the proprietary name, if any, and the common or usual
name of each device for which it is the initial importer.!®

Q 1.14  What information is required under the

device listing regulations?

When device listing information is submitted to FDA, it must in-
clude the information specified in 21 C.F.R. § 807.25(g). This includes,
among other things: FDA classification name and number of the
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device, its proprietary name (trade name), and its common or usu-
al name (generic name).!” The listing must also include the name,
FDA registration number, and establishment type of every U.S. or
foreign device establishment under joint ownership and control of the
owner or operator at which the device is manufactured, repackaged, or
relabeled.?

The company that submits a device listing must maintain a histori-
cal file containing the labeling and advertisements for the device.?!
The file must contain the labeling and advertisements in effect at the
time of the initial device listing, as well as any labeling or advertise-
ments in which a material change has been made after the initial list-
ing.?? Listing information may be submitted by the parent, subsidiary,
or affiliate company for all the domestic or foreign establishments
that are under the control of the parent, subsidiary, or affiliate, pro-
vided there exists joint ownership and control among all the estab-
lishments.?

Q 1.15 Do the device establishment registration and
device listing requirements apply to foreign
manufacturers?

Section 510(i) of the FDCA requires any foreign establishment en-
gaged in the manufacture, preparation, propagation, compounding, or
processing of a device that is imported or offered for import into the
United States to register electronically with FDA upon first engaging
in such activity and annually between October 1 and December 31.2

These establishments also must list the devices and designate a
U.S. agent.” The establishment registration and U.S.-agent designation
requirements were added to the FDCA in 1997, and FDA completed its
rulemaking to implement the requirements in November 2001.%

10
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Premarket Requirements for Lawful Marketing
of a Medical Device in the United States

Q 1.16 How can a manufacturer ensure that
a medical device meets regulatory
requirements to be marketed in the
United States?

Class I devices can be marketed without premarket review by FDA,
with some limited exceptions.?” The manufacturer must comply with
general controls, including establishment registration, device listing,
GMP (unless exempted), and recordkeeping and reporting.

Class II devices generally require FDA premarket review (with some
exceptions). They must also comply with general controls and are
potentially subject to special controls, such as a performance stan-
dard or guidance document.

Class IIl devices require FDA approval of a PMA, in addition to
compliance with general controls and any post-approval requirements
imposed by the PMA approval order.

The premarket review pathways include 510(k) notification, de
novo submission, and PMA application.

510(k) Notification
Q 1.17 What is a 510(k) notification?

Pursuant to section 510(k) of the FDCA, a manufacturer proposing
to market a medical device for the first time must submit a notification
to FDA before it introduces the device into commercial distribution.

The 510(k) notification must contain proposed labeling and an ex-
planation of how the device is substantially equivalent in intended use
and technological characteristics to a predicate device.?® The 510(k)
notification must be submitted to FDA at least ninety days before the de-
vice will be marketed. FDA reviews the information in the 510(k) to de-
termine whether the device proposed to be marketed is “substantially
equivalent” to a predicate device.

11
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Q1.17.1  What does “substantially equivalent” mean?

To be “substantially equivalent” (SE) to a predicate device, the
device must have the same “intended use” as the predicate. Use in a
new or broader patient population is considered by FDA to be a new
intended use. FDA has issued guidance specifying the principles the
Agency will use in determining when a marketed device that is labeled
for a general use cannot be the predicate device for a new device
labeled with more specific claims.?

In addition to having the same intended use, the device (1) must
have the same technological characteristics as the predicate device,
or (2) if it has different technological characteristics, must be demon-
strated to be as safe and effective as the predicate device and must
not raise different questions of safety and effectiveness than the predi-
cate device raises.*

When a device has different technological characteristics than the
predicate device, FDA may request information that is “necessary”
for it to make a substantial equivalence determination and that con-
stitutes “the least burdensome means of demonstrating substantial
equivalence.”! FDA must also consider the extent to which reliance
on postmarket controls may expedite clearance.??

Q 1.17.2  What information must be included in a 510(k)
notification?

A 510(k) notification must include all relevant information to estab-
lish that the device is substantially equivalent to the predicate device,
including information on the performance characteristics, safety and
effectiveness of the device. For some devices, clinical study data may
be required in a 510(k) notification.

A 510(k) notification must also include either (1) a “510(k) Sum-
mary,” which is a brief summary of the information establishing
substantial equivalence and the performance of the device, or (2) a
“510(k) Certification” stating that the 510(k) notification will be made
available upon request.?® Any summary submitted with a 510(k) noti-
fication will be made available to the public by FDA within thirty days
of a substantial equivalence determination.?*

12
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Q1.17.3  How long does it take to receive marketing
clearance of a device under the 510(k) notification
pathway?

FDA has ninety days in which to respond to a 510(k) notification.?
FDA’s response might be a request for additional information. FDA
can issue a determination that the device is “substantially equivalent”
(SE) or “not substantially equivalent” (NSE). Even if the Agency does
not meet the statutory ninety-day deadline, however, a manufacturer
must await FDA's determination.®

Q1.17.4  Can review of a 510(k) notification be expedited?

Priority review of a 510(k) notification may be available when a
device is intended to treat or diagnose a life-threatening or irreversibly
debilitating disease or condition and the device addresses an unmet
medical need. The device must meet one of the following conditions:
(1) the device represents a breakthrough technology that provides a
clinically meaningful advantage over existing technology; (2) no ap-
proved alternative exists; (3) the device offers significant clinically
meaningful advantages over existing approved alternatives; or (4) the
availability of the device is in the best interest of patients.3’

Q1.17.5 What happens if FDA determines that the device is
“not substantially equivalent”?

If FDA determines that a device is not substantially equivalent
(NSE) to the proposed predicate, the device is automatically classi-
fied as a “Class III” device. The device would then require an approved
PMA in order to be marketed.

Alternatively, after receiving an NSE determination, the 510(k)
submitter has thirty days to request a review of the otherwise-automatic
Class III classification of the device.®® This process is intended to allow
for de novo classification of low-risk devices that were determined to
be NSE due to lack of a predicate device. Under statutory amendments
enacted in the FDASIA, a manufacturer can submit a request for de novo
classification without first submitting a 510(k) notification, where the
manufacturer cannot identify a predicate device.® If a request for de
novo review is submitted, FDA must classify the device within 120 days.%

13
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Q1.17.6  What happens after FDA determines a device to
be “substantially equivalent”?

After a substantial equivalence (SE) determination has been issued
by FDA, the device may be marketed. The device must comply with Qual-
ity System Regulations and meet other applicable regulatory require-
ments. The SE determination is also referred to as a 510(k) clearance.

A device that is cleared under a 510(k) cannot be referred to as an
“approved” device; use of the word “approved” is limited to devices
marketed under an approved PMA.

FDA proposed a regulation specifying the grounds for rescission
of a decision that a device is substantially equivalent to a legally mar-
keted device and providing for administrative review of rescission or-
ders.*! This regulation has not been finalized.

Q 1.17.7 How does FDA determine the “intended use” of a
device?

FDA’s determination of intended use, for purposes of determining
substantial equivalence, must be based upon the proposed labeling
submitted in the 510(K) notification.*?

If, however, the Director of the Office of Device Evaluation (ODE) de-
termines that there is a “reasonable likelihood that the device will be used
for an intended use not identified in the proposed labeling” and “such
use could cause harm,” FDA can require an appropriate statement in the
labeling concerning the off-label use, such as a warning or a contraindica-
tion.** FDA must provide an opportunity for consultation to the party that
submitted the 510(k) notification.* Although FDA may specify labeling
changes in this situation, it may not refuse to clear a device for marketing
based on concerns about potential harm from an unlabeled use.®

Q1.17.8  Why are some Class lll devices marketed under a
510(k) notification?

Certain pre-1976 devices were classified as Class Il after enact-
ment of the Medical Device Amendments of 1976, but they were
allowed to remain on the market (for example, all pre-Amendments
electroconvulsive therapy devices). Until FDA issues a regulation requir-
ing PMAs for these devices, a 510(k) notification may be submitted

14
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for new devices that are substantially equivalent to these pre-1976
Class III predicate devices. Once FDA promulgates a regulation triggering
the PMA requirement, however, all devices within that type will require
PMAs, regardless of whether they are pre- or post-Amendments devices.
The statutory requirement for a regulation has been changed to an
administrative order, and new provisions have been added regarding
the reclassification process.*

Q1.17.9  Can a manufacturer make changes to its device
after receiving 510(k) clearance?

If a manufacturer wishes to make substantial changes to its 510(k)-
cleared device, a new 510(k) notification may be required.*” Certain
modifications can be made to a device without a new 510(k) submis-
sion, provided the changes are documented in a letter to file. An FDA
guidance document describes the types of modifications that a manu-
facturer may make using the “letter to file” procedure.*

If the device changes could affect the safety and effectiveness of
the device and do not qualify for the letter to file procedure, a new
510(k) notification is required.

A manufacturer intending to modify its own legally marketed de-
vice may submit a “Special 510(k)” for the modified device.* The man-
ufacturer must conduct the risk analysis and necessary verifications
and validation activities to demonstrate that the design outputs of the
modified device meet the design input requirements.’® The basic con-
tents of a Special 510(k) are the same as those of a Traditional 510(k),
but it also should include a “Declaration of Conformity” with design
control requirements. One advantage of a Special 510(k) is that FDA
will review it within thirty days of receipt.

Q 1.17.10 Are there other types of 510(k) notifications?

An “Abbreviated 510(k)” may be submitted for a device when:
(1) an FDA guidance document exists; (2) a special control has
been established; or (3) FDA has recognized a relevant consensus
standard.’! An Abbreviated 510(k) must contain either a summary de-
scribing how the guidance document or special controls were used
during device development and testing, or a declaration of conformity

15
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to the consensus standard. A manufacturer submitting an Abbreviat-
ed 510(k) may use a third party to assess conformance with the recog-
nized standard. FDA expects that its review of an Abbreviated 510(k)
will be more expeditious than review of a Traditional 510(k), which
would contain more data.

Premarket Approval Application (PMA)
Q 1.18 When is a PMA required?

If the manufacturer makes a determination that its device is not
substantially equivalent to a predicate device, or if the device meets
the definition of a Class Ill device, an approved premarket approval
application (PMA) is required before the device can be lawfully mar-
keted.

If FDA determines that a device is not substantially equivalent to a
predicate device, the new device is automatically classified as a Class
Il device under section 513(f) of the FDCA. As such, the device cannot
be marketed until FDA approves a PMA for it or reclassifies the device
to Class Il under the de novo reclassification procedure or otherwise.

Q 1.18.1  What if a manufacturer is uncertain whether a
510(k) or a PMA is required for its device?

In most cases, the manufacturer submits a 510(k) notification and
learns after FDA review that FDA considers a PMA to be necessary.

If there is a question whether the device is new and requires a
PMA, the manufacturer may ask FDA. This can be done informally in a
meeting with the Agency. Alternatively, the manufacturer can submit
arequest for a formal opinion under section 513(g) of the FDCA about
the classification of the device.

Q1.18.2  What information is required in a PMA?

A PMA must contain a complete description of the device, each
of its functional components, its principles of operation, manufac-
turing methods and controls, labeling and directions for use, and all
publications containing data or information relevant to an evaluation
of its safety or effectiveness.” A PMA must contain detailed test data,

16



Legal Framework for Regulation Q1183

including clinical study data, demonstrating reasonable assurance of
the product’s safety and effectiveness.

FDA must “rely on the conditions of use included in the proposed
labeling” as the basis for determining whether there is a reasonable
assurance of safety and effectiveness, provided the proposed labeling
is neither false nor misleading.”® FDA must also consider whether the
extent of the effectiveness data that otherwise would be required for
approval of the PMA can be reduced through reliance on postmarket
controls.>

Under section 513(a) of the FDCA, FDA must meet with a prospec-
tive PMA applicant, if the applicant so chooses, prior to its submission
of the PMA. The purpose of the meeting is to determine the type of
clinical data that will be necessary to demonstrate the effectiveness of
the device for its proposed conditions of use. Within thirty days after
the meeting, FDA must specify in writing any clinical data necessary to
provide a reasonable assurance of effectiveness. FDA must consider,
in consultation with the applicant, “the least burdensome appropriate
means” of evaluating device effectiveness that would have “a reason-
able likelihood of resulting in approval.”™ FDA's determination as to
the necessary data binds the Agency, “unless such determination . . .
could be contrary to the public health.”®

Q1.18.3  What if the PMA does not include all the required
information?

FDA may refuse to file a PMA if any of the following applies: (1) the
PMA does not on its face contain all of the information required under
section 515(c)(1) of the FDCA; (2) it does not contain each of the items
required under 21 C.FR. § 814.20 and the justification for omission
of any item is inadequate; (3) the applicant has a pending premarket
notification under section 510(k) for the same device, and the Agency
has not determined that the device is a Class Il device subject to PMA
requirements; (4) the PMA contains a false statement of material fact;
or (5) the PMA is not accompanied by the financial disclosure state-
ments required under 21 C.F.R. Part 54.57 FDA has issued a guidance
document clarifying the criteria that govern the Agency’s decision to
file a PMA.>®

17
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Q1.18.4 Whatis a “modular PMA”?

Under a policy announced in 1998, FDA allows applicants to sub-
mit the contents of a PMA on a rolling basis. This is called a “modular
PMA.” FDA has issued guidance clarifying the expected content of each
module and explaining the sequence and timing for their submission.?
Congress codified the modular review approach in 2003.5

Q1.18.5 How long does it take to get approval of a PMA?

Section 515(d) of the FDCA provides that a PMA must be reviewed
within 180 days. Prior to enactment of MDUFMA, FDA routinely exceed-
ed that statutory time limit. When Congress enacted MDUFMA, the Sec-
retary of Health and Human Services identified specific performance
goals for PMA review in Fiscal Years 2003-07.5! Performance goals for
PMA review in Fiscal Years 2008-12 were specified when Congress
enacted FDAAA 52 Performance goals were updated in 2012 with enact-
ment of the FDASIA reauthorizing user fees for the next five years.5

Q1.18.6 How does the PMA review proceed?

After a PMA is submitted, FDA conducts an in-depth analysis. FDA
may request additional data or information from the applicant.

A PMA generally will be referred to an advisory panel of outside
experts for their review and recommendation. Referral to an advisory
panel can be done at FDA’s initiative or the applicant’s request. Such
referral may not be necessary, however, for a device that presents
issues substantially similar to those presented by an innovator de-
vice that was previously approved under a PMA. The advisory panel
reviews the data submitted by the applicant and provides its advice to
FDA. The meeting of the advisory panel is open to the public, although
the panel can meet in a closed session to discuss confidential com-
mercial information and trade secrets.

FDA will conduct a preapproval inspection of the manufacturing
facility, to assure compliance with quality system regulations (QSRs),
including good manufacturing practices (GMPs).%
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Upon written request, FDA must meet with the applicant not later
than 100 days after the PMA has been filed as complete, for the pur-
pose of discussing the review status of the application.® Prior to the
meeting, FDA must provide in writing a description of any deficiencies
that have been identified, based on an interim review of the entire ap-
plication, as well as the information required to correct the deficien-
cies. FDA must also promptly notify the applicant in writing of any
deficiency subsequently identified.

If FDA approves the PMA, it will notify the public of its decision by
making available a summary of the safety and effectiveness data upon
which the approval is based.% Any interested person can file a peti-
tion with the Agency to seek review of the approval.

Q 1.18.7 Can review of a PMA be expedited?

Under section 515(d) of the FDCA, FDA must provide review priority
for devices that are intended to treat or diagnose life-threatening or
irreversibly debilitating diseases or conditions and can address unmet
medical needs. These are devices: (1) representing breakthrough tech-
nologies; (2) for which no approved alternatives exist; (3) that offer
significant advantages over existing approved alternatives; or (4) the
availability of which is in the best interests of patients.57

Q1.18.8  Can another company show that its device is
substantially equivalent to a PMA device and
receive a 510(k) notification?

An approved PMA traditionally has been viewed as a personal
license to market a particular device. A manufacturer seeking to mar-
ket a similar device ordinarily must submit its own PMA.

Under section 520(h) of the FDCA, FDA may use certain data and
information from a manufacturer’s PMA six years after its approval.
Specifically, the Agency may use data from clinical and preclinical
tests or studies demonstrating safety or effectiveness, but may not use
“descriptions of methods of manufacture and product composition
and other trade secrets.”®® FDA may use this data and information to
approve another PMA, or to classify or reclassify a device.
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Q1.18.9  What if a manufacturer wants to modify a PMA
device?

Generally, a PMA supplement must be filed for any change to an
approved device that affects safety or effectiveness.® A supplement
is not required, however, if the change is a modification in a manufac-
turing procedure or method of manufacturing and the PMA holder
submits a written notice describing the change, summarizing the data
and information supporting the change, and informing FDA that the
change has been made in accordance with QSR/GMP requirements.”
Such notices must be submitted thirty days before distribution of any
device subject to the manufacturing change. After thirty days, the
device may be distributed, unless FDA has acted within that time to
notify the PMA holder that the thirty-day notice was not adequate and
has described the additional information or action required. If FDA
requires a preapproval supplement, it will notify the applicant that a
supplement is needed. FDA then must review the supplement within
135 days.

In reviewing a PMA supplement submitted for an incremental
change in the design of a device that affects safety or effectiveness,
FDA must approve the supplement if: (1) nonclinical data demonstrate
that the design modification creates the intended additional capacity,
function, or performance of the device, and (2) clinical data, from the
approved application and any supplement to it, provide a reasonable
assurance of safety and effectiveness for the changed device.”! FDA
may request additional clinical data when necessary to evaluate the
design modification.

Investigational Use of a Device

Q 1.19 What requirements apply to clinical studies of
a device in human subjects?

To conduct a clinical study of an investigational device, the spon-
sor must obtain approval from an institutional review board (IRB),
which reviews the protocol for conducting the study and the form of
consent.” IRB review is intended to protect the individuals who will
be subjects in the study.
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Each subject must be informed of the potential risks and benefits
and must provide informed consent to participation in the study.”™

In addition to IRB approval and informed consent, sponsors must
comply with FDA’s investigational device exemption (IDE) regulations,
in 21 C.F.R. Part 812.

Q 1.20 What do the IDE regulations require?

For a “significant risk device,” as defined in 21 C.FR. § 812.3(m),
FDA approval is required before a sponsor may begin clinical trials.”™
Significant risk devices include implants, devices that sustain or sup-
port life, and devices that otherwise pose a serious risk to health.

The sponsor of a proposed clinical study files an application for an
investigational device exemption (IDE) and must obtain FDA approval
of the IDE application before beginning the study. The IDE application
must include an investigational plan and a report of prior investiga-
tions. The sponsor of the study, and physician-investigators under the
IDE, must comply with recordkeeping and reporting requirements.
With an approved IDE, an applicant may lawfully ship—for the sole
purpose of conducting investigations—a device that would otherwise
require an approved PMA to be shipped.

FDA approval of an IDE is not required for clinical investigations
of a “nonsignificant risk device,” provided that the device sponsor
obtains IRB approval, obtains informed consent to the research from
the subjects in the study, and complies with the recordkeeping and
reporting requirements in 21 C.F.R. §§ 812.140 and 812.150. These are
the “abbreviated IDE” requirements. FDA has issued guidance listing
examples of the devices that it considers “significant risk devices” and
“nonsignificant risk devices.”™

Q 1.21 Can a sponsor modify an investigational
device, or change the study protocol, in the
middle of an IDE clinical study?

Modification of an investigational device or study protocol subject
to an IDE ordinarily requires the submission of an IDE supplement and
approval of that supplement by FDA. However, certain modifications
to investigational devices and study protocols may be made with-
out submission of an IDE supplement. These are: (1) developmental
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changes that do not constitute a significant change in design or basic
principles of operation and that are made in response to information
gathered during the investigation; and (2) changes or modifications to
clinical protocols that do not affect (a) the validity of data or informa-
tion resulting from the completion of an approved protocol, or the
relationship of likely patient risk to benefit relied upon to approve a
protocol; (b) the scientific soundness of an investigational plan sub-
mitted in the IDE; or (c) the rights, safety, or welfare of the human sub-
jects involved in the investigation.”® The sponsor may make changes
in the device or protocol if it determines the applicable conditions
are met and gives FDA notice no later than five days after making the
change or modification.”

Q 1.22 How does a sponsor find out from FDA
what clinical data are required for a PMA or
510(k) notification?

FDA provides informal guidance on preclinical and clinical data
requirements through a “Pre-Submission” process.” The sponsor sub-
mits a pre-submission document that describes the device, summarizes
the preclinical testing of the device and any clinical data, includes a
proposed clinical trial protocol, and poses specific questions to which
FDA is asked to respond. A meeting or teleconference is held between
FDA and the sponsor at which the questions and other issues can be
discussed.

A more formal process is provided under section 520(g)(7) of the
FDCA. FDA must offer the sponsor an opportunity for Agency review
of a clinical trial protocol for any Class Il device or implantable device
prior to submission of an application for an IDE. The purpose of this
review is to reach agreement with the applicant regarding the inves-
tigational plan. FDA must meet with the applicant within thirty days of a
written request for such a meeting.

Any agreement between FDA and the applicant regarding the
clinical plan becomes part of the administrative record and may not
be changed except (1) with the written agreement of the applicant,
or (2) upon a decision by the Director of the Office of Device Evalu-
ation (ODE) “that a substantial scientific issue essential to deter-
mining the safety or effectiveness of the device involved has been
identified.”™
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Q 1.23 Can a sponsor charge for an investigational
device?

A sponsor or investigator may not commercialize an investiga-
tional device by charging the subjects or investigators a price higher
than that necessary to recover the costs of manufacture, research,
development, and handling.® If the device is to be sold, the IDE appli-
cation must include an explanation why the sale does not constitute
commercialization.®!

Humanitarian Device Exemption

Q 1.24 What options are available to device
manufacturers who want to develop a
device for a disease or condition affecting a
small number of people?

Section 520(m) of the FDCA contains a “humanitarian device ex-
emption” to encourage the development and use of medical devices
intended in the treatment or diagnosis of rare diseases or condi-
tions.® This section provides an exemption from the effectiveness
requirements of section 515, relating to PMA approval, and section
514, relating to performance standards.

Q 1.25 What are the requirements for obtaining a
humanitarian device exemption?

FDA may grant a humanitarian device exemption if:

(1) the device is designed to treat or diagnose a disease or con-
dition that affects fewer than 4,000 individuals in the United
States per year;

(2) thedevice would not be available to a person with the disease
or condition unless FDA granted the exemption and there is
no comparable device (other than another humanitarian use
device) available to treat or diagnose the disease or condi-
tion;

(3) the device will not expose patients to an “unreasonable or
significant risk” of illness or injury; and

(4) the probable benefit to health from the use of the device out-
weighs any risk of illness or injury from its use.
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FDA must issue an order granting or denying an application re-
questing a humanitarian device exemption within seventy-five days
after receiving that application.

Q 1.26 What requirements apply to use of a
humanitarian device?

Use of a humanitarian device requires prior approval from an in-
stitutional review board (IRB). An exception to this prior approval re-
quirement exists if a physician determines in an emergency situation
that the resultant delay could cause serious harm or death to the pa-
tient. In this situation, the physician must notify the IRB’s chair after
use of the device.

Q 1.27 Can a sponsor charge for a humanitarian
use device?

The sponsor can charge a price for a humanitarian use device that
generally may not exceed the cost of research, development, fabrica-
tion, and distribution.®

This limitation does not apply if: (1) the device is intended for
treatment or diagnosis of a disease or condition that occurs in
pediatric patients or a pediatric subpopulation; (2) the device is
labeled for use in a pediatric population or subpopulation in which
the disease or condition occurs; (3) the device was not approved
under section 520(m) for this use before September 27, 2007; (4) the
number of devices distributed during any calendar year does not
exceed the “annual distribution number” set by FDA in granting the
exemption; (5) the person immediately notifies FDA if the number
of devices distributed in a given year exceeds the annual distribu-
tion number; and (6) the request for exemption is submitted prior to
October 1, 2012.84

These provisions limiting charging for a humanitarian device
were amended by section 613 of the FDASIA. In addition to apply-
ing to pediatric patients, the exemption from the prohibition on a
profit will apply to humanitarian devices for adults where intended
for the treatment or diagnosis of a disease or condition that does
not occur in pediatric patients, or that occurs in pediatric patients
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in such small numbers that development of the device for pediatric
patients is impossible, highly impracticable, or unsafe. The FDASIA
also amended the provisions relating to the “annual distribution
number.”

Q 1.28 Are there other limitations on the
humanitarian device exemption?

FDA may require the applicant to demonstrate continued com-
pliance with the requirements of section 520(m) if the Agency
believes that the criteria for exemption are no longer met, that the
conditions for charging a non-cost recovery price are no longer
met, or that such a demonstration is necessary to protect the pub-
lic health.

FDA may suspend or withdraw a humanitarian device exemp-
tion only after providing notice and an opportunity for an informal
hearing.

Reporting Requirements and Postmarket
Surveillance

Medical Device Reporting Requirements

Q 1.29 Are device manufacturers required to
submit reports to FDA after obtaining
marketing clearance or approval of a
medical device?

Manufacturers, importers, and device user facilities are subject to
the medical device reporting (MDR) requirements of section 519 of
the FDCA and 21 C.FR. Part 803 of the Agency’s regulations.®> These
regulations require reporting to FDA regarding deaths, serious inju-
ries, and certain malfunctions associated with use of a medical device.

Q 1.30 What MDR requirements apply to a device
manufacturer?

A device manufacturer must report to FDA whenever it becomes
aware of information reasonably suggesting that one of its marketed
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devices: (1) may have caused or contributed to a death or serious
injury; or (2) has malfunctioned and that device, or a similar device
marketed by that manufacturer, would be likely to cause or contribute
to a death or serious injury if the malfunction were to recur.%

A “serious injury” is an injury or illness that (1) is life-threatening,
(2) results in permanent impairment of a body function or permanent
damage to a body structure, or (3) necessitates medical or surgical
intervention to preclude permanent impairment of a body function or
permanent damage to a body structure.?” “Malfunction” is the failure
of a device to meet its performance specifications or otherwise per-
form as intended.®®

Q 1.31 When must a manufacturer’s MDR report be
submitted?

The manufacturer must report to FDA within thirty days of becom-
ing aware of information that reasonably suggests that a reportable
event of death or serious injury has occurred.® Generally, the manu-
facturer would file a separate MDR report for each such event. Supple-
mental reports are required within thirty days of obtaining additional
information.

FDA regulations also require manufacturers to submit an MDR
report within thirty days of receiving information that a device has
malfunctioned, and the malfunction could cause or contribute to a
death or serious injury if it were to recur. Under FDAAA, Congress
amended the malfunction reporting requirements in section 519,
but FDA has not implemented those changes through new regulations.
Under the amended statutory provision, manufacturer reports of
device malfunctions would be required within thirty days where the
malfunction occurs with: (1) Class Il devices, (2) Class Il devices that
are permanently implantable, life supporting, or life sustaining, and
(3) other devices for which FDA has indicated—in a letter to the manu-
facturer or a Federal Register publication—that Part 803 will apply.”
Manufacturer malfunction reports for other devices would be made in
summary form, on a quarterly basis.”!
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Q 1.32 What MDR requirements apply to importers
of a device?

Importers must report deaths and serious injuries to both FDA and
the manufacturer, but should report malfunctions only to the manu-
facturer.”

Q 1.33 What MDR requirements apply to a device
user facility?

Device user facilities must report patient deaths to both FDA and
the manufacturer, and must report serious illness or injuries to the
manufacturer.”

Device user facilities must also submit, on an annual basis, a sum-
mary of the user reports they submitted in the prior year.%

Q 1.34 What MDR requirements apply to
distributors of a device?

Distributors must establish and maintain device complaint records
relating to the identity, quality, durability, reliability, safety, effective-
ness, or performance of a device.? Distributors do not have reporting
obligations.

Notice of Correction and Removal

Q 1.35 Are other kinds of reports required to be
submitted to FDA?

Section 519(g) of the FDCA requires manufacturers and importers
to report promptly certain “corrections” and “removals” of medical
devices.

Q 1.36 When is a notice of correction and removal
required?
A report to FDA is required within ten working days of initiating
a correction or removal (1) to reduce a risk to health posed by the

device, or (2) to remedy a violation of the FDCA where the device may
present a risk to health.%
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A device poses a “risk to health” if (1) there is a “reasonable proba-
bility” that use of the device will cause serious adverse health conse-
quences or death, or (2) use of the device may cause temporary or
medically reversible adverse health consequences or an outcome where
the probability of serious adverse health consequences is remote.%”

Postmarket Surveillance

Q 1.37 Does FDA monitor postmarket experience
with devices in other ways?

FDA may issue an order, under section 522 of the FDCA, requiring
a manufacturer to conduct postmarket surveillance for a Class Il or
Class IIl device if (1) the failure of the device would be reasonably
likely to have serious adverse health consequences; (2) the device
is expected to have significant use in pediatric populations; (3) the
device is intended to be implanted for more than one year; or (4) the
device is life-sustaining or life-supporting and used outside a device
user facility.”®

Q 1.38 What happens if a manufacturer receives a
postmarket surveillance order?

Within thirty days of receiving an order requiring postmarket
surveillance, a manufacturer is required to submit to FDA, for approval,
a plan for the required surveillance. Within sixty days of receipt of the
plan, FDA must determine, among other things, if the plan will result
in “the collection of useful data that can reveal unforeseen adverse
events or other information necessary to protect the public health.”¥
A manufacturer may request review of any postmarket surveillance
order or condition under the dispute resolution process established in
section 562 of the FDCA.

Q 1.39 How long must postmarket surveillance be
conducted?

FDA generally may order a prospective surveillance period of
up to thirty-six months. A longer period of surveillance generally
must be arranged by mutual agreement between FDA and the man-
ufacturer.
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FDA may order a longer period without manufacturer agreement
if the device is expected to have significant use in pediatric popula-
tions and FDA deems a longer period necessary to assess the impact
of growth, development, and other factors on safe and effective use of
the device.

Device Tracking

Q 1.40 Does FDA have any special recordkeeping
or reporting requirements for high-risk
devices?

FDA may order manufacturers of certain types of high-risk devices
to use a method of tracking them. Device tracking requirements can
be imposed under section 519(e) of the FDCA.

Q 1.41 What kinds of devices might be subject to
device tracking requirements?

FDA may order a manufacturer to adopt a method of tracking a
Class I or Class IIl device if: (1) the failure of the device would be rea-
sonably likely to have serious adverse health consequences; (2) the
device is intended to be implanted for more than one year; or (3) the
device is life-sustaining or life-supporting and used outside a device
user facility.0

In addition to these statutory criteria (one of which must be met
for a tracking order to issue), FDA has indicated it will consider the
following factors in determining whether it will issue a tracking order:
(D) the likelihood of sudden, catastrophic failure, (2) the likelihood of
significant adverse clinical outcome, and (3) the need for prompt pro-
fessional intervention.!°! Prior to enactment of FDAMA in 1997, some
devices were subject to mandatory tracking.

Q 1.42 What is the purpose of the device tracking
requirements?

Tracking information may be used to facilitate notification and re-
calls ordered by FDA in the case of serious risks to health presented
by a device.!%? A patient who receives a device subject to tracking may
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refuse to release, or refuse permission to release, his or her name, ad-
dress, Social Security number, or other identifying information for the
purpose of tracking.!

Unique Device Identification

Q 1.43 Are manufacturers required to have a
method of tracking every device they
market?

Section 519(f) of the FDCA directed FDA to promulgate regula-
tions creating a unique device identification (UDI) system for medi-
cal devices. This system generally requires device labels to bear a
UDI that adequately identifies the device through distribution and
use.!" FDA’s UDI regulations are set forth in 21 C.F.R. Part 801.

Restricted Devices

Q 1.44 Does FDA have authority to restrict the
distribution of medical devices?

Under section 520(e) of the FDCA,'% FDA may restrict the sale, dis-
tribution, or use of a medical device. A device may be restricted if
the Secretary determines that, because of the device’s potentiality for
harmful effect or the collateral measures necessary to its use, “there
cannot otherwise be reasonable assurance of its safety and effective-
ness.” FDA imposes restrictions by a regulation issued under section
520(e), or by a PMA approval order pursuant to section 515(d)(1)(B)(ii)
(which references section 520(e)).

Q 1.45 What kinds of restrictions can FDA impose?

FDA may limit the use of a device to persons with specific training
or experience, or may require that certain kinds of labeling or other
information must accompany the device.

When FDA imposes restrictions on sale, distribution, or use under
section 520(e), the Agency has jurisdiction over advertising for the
restricted devices.!%
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Quality and Performance Requirements

Quality System Regulations and Good Manufacturing
Practice Requirements

Q 1.46 Does FDA regulate the manufacturing of
medical devices?

FDA has promulgated quality system regulations (QSRs) that im-
pose requirements of design control and validation for devices, and
governing device manufacturing, labeling, recordkeeping, and report-
ing.107

The QSRs specify requirements for design controls and vali-
dation, quality controls, measurement equipment, production
and process controls, packaging and labeling controls, device
inspection, failure investigation, and recordkeeping requirements. !0
The QSRs include good manufacturing practices (GMP) require-
ments that apply to all manufacturers of finished medical devices.
The QSR requirements are intended to assure that finished medical
devices will be safe and effective and otherwise in compliance with
statutory requirements.

Q 1.47 How does FDA enforce the QSR
requirements?

FDA conducts facility inspections to determine compliance with
QSR requirements. The FDCA directs FDA to inspect domestic manu-
facturers of Class II and Class IIl medical devices at least once every
two years.!? Section 704(g) of the FDCA authorizes FDA to establish a
voluntary fee-based third-party inspection program for manufacturers
meeting eligibility criteria.!

Following an inspection, FDA issues a notice of inspectional obser-
vations, referred to as a Form 483, if the investigators identify issues
of concern. FDA may subsequently issue a Warning Letter to a com-
pany if the issues are considered violations of the FDCA. The failure to
comply with an applicable regulation renders the device “adulterated”
under section 501(h) of the FDCA.
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Performance Standards

Q 1.48 Are manufacturers required to conform to
standards in designing or manufacturing a
medical device?

FDA can establish a performance standard for a Class Il or Class
Il device, under section 514 of the FDCA, if the Agency determines
that a performance standard is appropriate and necessary to pro-
vide reasonable assurance of the safety and effectiveness of the
device.

In addition, FDA may recognize an appropriate standard estab-
lished by a nationally or internationally recognized standards devel-
opment organization. A manufacturer may certify compliance with
such a standard for the purpose of meeting an applicable premarket
submission requirement—for instance, as part of a substantial equiva-
lence showing in a 510(k) notification.!!!

Q 1.49 What is a “Declaration of Conformity”?

A manufacturer that elects to rely on a recognized standard may
provide a Declaration of Conformity to FDA, certifying that the device
is in conformity with the standard. A manufacturer that submits a Dec-
laration of Conformity with a listed standard can be required, at any
time, to submit the data and information relied upon in making the
declaration. The falsification of a Declaration of Conformity, and the
refusal to submit the underlying data or information, are both prohib-
ited acts under section 301 of the FDCA. FDA must accept the declara-
tion unless it finds that the standard is not applicable to the particular
device, or the submitted data and information do not demonstrate
that the device conforms to the standard.

Q 1.50 What happens if a device fails to conform to
an applicable standard?

A device is adulterated if it fails to conform to a standard estab-
lished by FDA for that device, or if it is represented to be in confor-
mity with a recognized standard and fails to be in conformity with that
standard.!'?
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Dispute Resolution

Q 1.51 What can a manufacturer do if it does not
agree with a decision that has been made
by an FDA employee during IDE, 510(k), or
PMA review?

A manufacturer who does not agree with a decision by an FDA of-
ficial can appeal to the next level supervisor pursuant to the regula-
tions in 21 C.F.R. § 10.75 for internal Agency review of decisions.

FDA has issued a guidance document describing informal and
formal appeal processes for resolution of disputes regarding clinical
studies, premarket evaluation of products, regulatory compliance
issues, and complaints about conflict of interest or employee miscon-
duct.!3

Q 1.52 What can a manufacturer do if there is a
scientific dispute with FDA that does not
seem to be resolvable within the Agency?

Section 562 of the FDCA requires FDA to make appropriate use of
independent scientific experts to review any “scientific controversy”
between the Agency and any sponsor, applicant, or manufacturer.!
The Center for Devices and Radiological Health (CDRH) has estab-
lished a Medical Devices Dispute Resolution Panel (MDDRP) for this
purpose. A guidance document describes the MDDRP and dispute
resolution procedures.!®

Statutory Penalties and Enforcement
Q 1.53 What if a device does not comply with a

requirement of the FDCA?

Section 301 of the FDCA sets forth numerous prohibited acts that
can lead to enforcement actions and penalties.

The introduction into interstate commerce of any medical device
that is “adulterated” or “misbranded” is a prohibited act. Sections 501
and 502 define “adulterated” and “misbranded” for these purposes.
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For example, a device is adulterated if its manufacturer has failed to
comply with QSR requirements, and a device is misbranded if the
manufacturer fails to comply with applicable requirements for label-
ing, recordkeeping, and reporting. The failure to register as a medical
device establishment (including failure to pay the establishment reg-
istration fee) and the failure to provide the information required in a
510(k) notification are also prohibited acts.

Q 1.54 What are the enforcement actions that can
result from a prohibited act?

A device that is adulterated or misbranded is subject to seizure. If
a device is imported into the United States, it will be refused admis-
sion if it is adulterated or misbranded.

A company and individuals responsible for a violation of the FDCA
are subject to injunction and criminal penalties. In addition, under
section 303(f) of the FDCA, a person who violates a requirement relat-
ing to medical devices is subject to a civil penalty up to $15,000 for
each violation, not to exceed $1 million for all such violations adju-
dicated in a single proceeding; there are certain restrictions on when
civil penalties can be assessed, and other statutes that enhance the
amounts of civil penalties.

Q 1.55 Can FDA require a product recall?

Device manufacturers may elect to conduct a voluntary recall of
a device, including a correction or withdrawal, if the device fails to
perform properly or is misbranded. Voluntary recalls are conducted
in accordance with FDA regulations in 21 C.F.R. Part 7.

FDA may require a device recall, pursuant to section 518(e) of the
FDCA, if there is a reasonable probability that the device would cause
serious adverse health consequences or death. As part of any recall
order, FDA must provide notice to individuals subject to the risks
associated with the use of the device. Mandatory device recalls are
governed by 21 C.F.R. Part 810.

The FDASIA added a new section 518A to the FDCA, directing FDA
to establish a program to improve the device recall system. This sys-
tem will include developing criteria for determining whether a person
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has conducted an effective correction or action plan for a recall, sys-
tematically assessing information relating to device recalls, and docu-
menting the basis for an FDA termination of a recall.

Q 1.56 Can FDA withdraw marketing authorization
for a device?

FDA is authorized, under section 515(e)(3) of the FDCA, to suspend
temporarily the approval of a PMA if there is a reasonable probability
that continued distribution of the device would cause serious adverse
health consequences or death. If FDA issues a suspension order, it
must proceed expeditiously to withdraw approval of the PMA applica-
tion in accordance with the procedures of section 515(e)(1).

FDA has taken the position that it can rescind a 510(k) notification,
although there is no specific statutory basis for doing so and no regu-
lations setting forth any such procedure.

Q 1.57 Do other agencies or entities regulate
medical devices?

Other federal and state agencies can regulate medical devices in
various ways. For example, the Federal Trade Commission regulates
medical device advertising. States can regulate devices under their
state laws, although the FDCA contains an express preemption pro-
vision under which FDA regulation can preempt state laws. United
States Attorneys can bring enforcement actions relating to devices un-
der various federal laws, including the False Claims Act. Many other
examples exist.
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