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Introduction

General Controls are the basic provisions (authorities) of the May 28, 1976 Medical Device
Amendments (hereafter referred to as the Amendments) to the Food, Drug and Cosmetic Act, that
provide the FDA with the means of regulating devices to ensure their safety and effectiveness. The
General Controls in the Amendments apply to all medical devices. They include provisions that
relate to adulteration; misbranding; device registration and listing; premarket notification; banned
devices; natification, including repair, replacement, or refund; records and reports; restricted
devices; and good manufacturing practices.
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Application of The Provisions of General Controls

Devices are classified according to the degree of difficulty in assuring their safety and effectiveness.
Class I, which is synonymous with General Controls, is the least stringent of the three device
classes provided in the Amendments. Before placing a device in Class |, the FDA must first
determine that there is sufficient information available to support such a classification decision.
Second, the FDA must decide that the General Controls are sufficient to provide reasonable
assurance of the device's safety and effectiveness. Class | devices are not subject to the restrictions
of Class Il - Special Controls or Class Il - Premarket Approval. In addition, Class | devices are not
intended for use in supporting or sustaining life or to be of substantial importance in preventing
impairment to human health, and they may not present a potential unreasonable risk of iliness or
injury

Unless otherwise exempted, the General Controls provisions of the Amendments are applicable to
all devices regardless of their classification status.

KEY POINTS
e General Controls are the basic authorities of the Medical Device Amendments that provide the
FDA with the means of regulating devices to ensure their safety and effectiveness.

e General Controls apply to all three classes of medical devices; however, they are the only level of
controls that apply to Class | devices.

e Class | devices are not intended to be:

1. For use in supporting or sustaining life;
2. Of importance in preventing impairment to human life; and may not
3. Present a potential unreasonable risk of illness or injury

e General Controls include the provisions of the Act pertaining to:

Adulteration;

Misbranding;

Device registration and listing;
Premarket notification;

Banned devices;
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Notification and repair, replacement, and refund;

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

12/8/2015 Regulatory Controls (Medical Devices) > General Controls for Medical Devices

7. Records and reports;
8. Restricted devices; and

9. Good Manufacturing Practices.

‘TEH:I’

Adulteration

Medical devices are subject to the adulteration provisions of the FD&C Act under Section 501. The
first two provisions of Section 501 define adulteration for most cases. A device is held to be
adulterated if it includes any filthy, putrid, or decomposed substance, or if it is prepared, packed, or
held under unsanitary conditions. The FD&C Act further states that a device is held to be
adulterated if:

e |ts container is composed, in whole or part, of any poisonous or deleterious substance;

e |t contains, for the purposes of coloring only, an unsafe color additive; and

e |ts strength differs from, or its purity or quality falls below, that which it claims to represent.

When the Medical Device Amendments were added to the FD&C Act, certain conforming laws,
applying specifically to medical devices, were added to Section 501. These provisions relate directly
to other portions of the Amendments, granting the FDA authority to control performance standards;
compliance with premarket approval applications and product development protocol requirements;

banning; good manufacturing practices; and investigational device exemptions. These sections
state that a device will also be considered adulterated if:

e |tis subject to a performance standard and does not comply with all the requirements of the
standard;

e Itis a Class lll device and fails to conform to the requirements for an approved premarket
approval application or a notice of completion of a product development protocol;

 Itis a banned device;
e lItisin violation of good manufacturing practice requirements; or

e |t fails to comply with an Investigational Device Exemption (IDE).

‘TEH:I’
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Misbranding

The misbranding provisions of the FD&C Act in Section 502 cover various aspects of drug and
device labeling requirements. Many of the provisions apply to drugs and devices both; however,
there are also specific misbranding provisions that apply to only drugs or only devices. The
misbranding provisions that apply to both drugs and devices are listed in the following:

Drugs and Device Misbranding Provisions

A drug or device is deemed to be misbranded if:

e |ts labeling is false and misleading.

« |ts packaging does not bear a label containing:

1. the name of the place of business of the manufacturer, packer, or distributor, and

2. an accurate statement of the quantity of contents in terms of weight, measure, or numerical
count.
Reasonable variations and exemptions for small packages may be permitted.

e Any word, statement, or other required information is not prominently placed on the labeling or
not clearly stated so as to be read and understood by the ordinary individual under customary
conditions of purchase and use.

e Itis for use by man and contains any quantity of a narcotic or habit forming substance, unless its
label bears the name and quantity or proportion of the substance or derivative and the statement
"Warning - may be habit forming."

« |ts label does not bear adequate directions for use. The label must include warnings against use
in certain pathological conditions or by children where its use may be dangerous to health, or
against unsafe dosage or methods or duration of administration or application. Adequate
directions and warnings must be present when it is necessary to protect the health of the user.
Exemptions to this provision may be obtained. The phrase "adequate directions for use" pertains
to over-the-counter drugs and device.

e |tis dangerous to health when used in the dosage or manner, or with the frequency or duration
prescribed, recommended, or suggested in the labeling.

« |t does not comply with the color additive provisions listed under Section 706 of the FD&C Act.

Device Misbranding Provisions Added by the Amendments

The Amendments added new authority relating to the misbranding of medical devices. These new
provisions state that a device is misbranded if:
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e The device's established name (if it has one) or its name in an official compendium, or any
common or usual name, is not prominently printed in type at least half as large as that used for
any proprietary name or designation. Exemptions from this provision may be granted.

o A restricted device offered for sale in any State uses false or misleading advertising, or is sold,
distributed, or used in violation of restricted device regulations under Section 820(e) of the FD&C
Act.

» A restricted device manufacturer, packer, or distributor fails to include in all advertisements or
other descriptive materials:

1. atrue statement of the device's established name, prominently printed, and

2. a brief statement of the intended uses of the devices and relevant warnings, precautions,
side effects, and contradictions.

e The device commercially distributed without FDA concurrence on a Section 510(k) submission.

e The device is subject to a performance standard and it does not bear the labeling prescribed in
that standard.

e There is a failure or refusal to comply with any requirement prescribed under section 518
(Notification and Other Remedies); to furnish any material or information required by or under
Section 518; or to furnish any material or information requested by or under Section 519
(Records and Reports on Devices).

False or Misleading Labeling

The FD&C Act states that a drug or device is misbranded "if its labeling is false or misleading in any
particular.” "Labeling" includes the label and any other written, printed, or graphic material that
accompanies a device and any of its wrappers or containers. Operating and servicing instructions
are also regarded as part of the labeling. The labeling must bear adequate directions for use and
any warnings needed to ensure the safe and effectiveness use of the device

Medical Device Labeling Information

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




