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FDA 510(K)
Your Key into the US Market
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Choose certainty.

Add value.



Understanding market
entry requirements

What is FDA 510(K)?

Premarket Notification, Section 510(K),

Federal Food, Drug, and Cosmetic Act;

Documents for demonstrating substantial

equivalence in premarket notifications

comparing to predicate devices which are

already legally marketed in the U.S.
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Manufacturers who want to sell medical

device intended for human use and for in vitro

diagnosis in the U.S. are required to apply to the

FDA. According to medical device classification

database published by the FDA, some of Class I,

most of Class II and few of Class III devices are

required to submit 510(K) to FDA for review to

get U.S. market clearance.
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How to enter the U.S. Medical

Device Market ?

When must we Submit a 510(K)?

When introducing a device into commercial

distribution (marketing) to U.S. market for

the first time;

When a different intended use is proposed

for a device already in legally marketed;

When there is a change or modification of a

legally marketed device (for instance,

modification of design or materials) and

that change could significantly affect its

safety or effectiveness.
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The ever increasing demand for medical devices

all over the world has presented excellent

opportunities to device manufacturers. However,

compliance with local regulations, standards

and market entry requirements are a must in

order to enter the corresponding markets.
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A FDA-authorized third party qualified to

conduct 510(K) review of Class I and Class II

medical devices in the U.S. market;

Shorten the review cycle and lead time;

recommendation letters will be

responded by FDA within 30 days with K

number;

Fast and convenient local support;

Dedicated account and technical team on the

ground, providing professional, convenient,

timely and efficient services for medical

device compliance to FDA regulations.

TÜV SÜD

Benefits of choosing T V S D for Third Party

Review
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TÜV FDA

510(K)

I II 510(K)

TÜV FDA

30 K

TÜV FDA

TÜV SÜD Services

Training on FDA 510(K) regulations and

processes;

FDA 510(K) submission files, provide

review result report for submission;

Providing recommendation letter to the FDA;

Introducing authorized representative in U.S.

market.

Reviewing

Post-market surveillance in the U.S.

As there is an increasing number of medical

devices being exported from China to the U.S.,

factory inspections by FDA inspectors of Chinese

manufacturers are becoming more common.

The auditors from TÜV SÜD China have received

official training on FDA 21CFR820 , and have

attended many FDA factory inspections, they are

provided with substantial resources , and are

highly experienced to serving Chinese manufacturers.
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www.tuv-sud.com

For one stop German expertise in Greater China,

please contact one of our branch offices,sales

offices or representative offices:
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Tel.: +86 10 6590 6186

Tel.: +86 22 8319 2258

Tel.: +86 532 8503 0106

Tel.: +86 21 6141 0123

Tel.: +86 21 5048 3138

Tel.: +86 510 8820 3737

Tel.: +86 574 2786 6658

Tel.: +86 23 8980 9513

Tel.: +852 2776 1323

Tel.: +86 755 8828 6998

Tel.: +86 20 3832 0668

Tel.: +86 592 3116 068

Tel.: +86 769 2168 7091

+86 731 8458 5815

Tel.: +886 2 2898 6818

Tel.:
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TÜV SÜD Services

Mock inspection for manufacturers according

to QSR after FDA 510(K) clearance;

Provide QSR training for manufacturers.
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Established in Germany 140 years ago, TÜV SÜD

is one of the world's leading technical services

providers, offering knowledge services, inspec-

tions, testing, expert opinions, certification and

training. Approximately 16,000 employees at

over 600 locations worldwide provide technology,

system and know-how optimization.

About TÜV SÜD


