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SFDA Convenes National Meeting on

Food and Drug Supervision

The State Food and Drug Administration
held a meeting on food and drug
supervision from August 1 to 3, 2010 in
Zhejiang Province. There was in-depth
concept of supervision. The priorities
in the reform and development of food
and drug supervision were studied. Shao
Mingli, Commissioner of the State Food
and Drug Administration, summed up
what the SFDA had done in the first half
of the year and made arrangements and
deployed the work for the second half of
the year. Deputy Commissioner Wu Zhen
made arrangements for E-Supervision of
essential drugs for the second half of the
year. Deputy Commissioner Bian Zhenjia
made arrangements for the safety of food
in the catering service, regulation of health
food, cosmetics and medical devices and
inspection of drugs for the second half of

the year.

In view of next half year's supervision
and management work schedule, Deputy
Commissioner Bian Zhenjia stressed
that active coordination with relative

departments of State Council is necessary

NEWS

to speed up the revision of Regulations on
Supervision and Management of Medical
Device, to reinforce the rectification and
regulation of high-risk medical devices and
to severely punish offenders using illegal

marketing strategies. (August 3, 2010)

SFDA Deputy Commissioner Bian
Zhenjia delivers a speech at the
opening ceremony of the China
International Medical Device

Regulatory Forum 2010

From 7" to 10™ September China
Center for Pharmaceutical International
Exchange hosted the China International
Medical Device Regulatory Forum 2010
on Supervision and Administration for
Medical Device to promote domestic
and international exchange on laws and
regulations about medical devices and
to act in alignment with drawing and
revising of Regulations on Supervision
and Management of Medical Device and
supporting regulations. SFDA Deputy
Commissioner Bian Zhenjia attended the
opening ceremony. His speech was on the
necessity to implement systematic rules

and regulations to supervise and manage

Chinese manufactured medical devices,
reinforce international exchange
and carry out a scientific style of
supervision and administration.
(September 10, 2010)

SFDA Deputy Commissioner Bian
Zhenjia heads the team for special
inspection on Medical Molecular
Sieve Oxygen Generator in Zhejiang
Province

SFDA Deputy Commissioner Bian
Zhenjia led an inspection team during
the period between July 29 to July
30 to conduct special inspection on
molecular sieve medical oxygen generator
at medical institutions in Zhejiang
Province. Bian Zhenjia mentioned the
following; 1. Welcome the provincial
FDA of Zhejiang to put forward ideas and
suggestions for the revision of relative
standards for molecular sieve medical
oxygen generator as revised by SFDA; 2.
Study with care and define the scope of
application of molecular sieve medical
oxygen generator; 3. Actively explore
management models for molecular sieve

medical oxygen generator. (August 5,2010)
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Notification on the Issuance of
the Reevaluation Procedures for Medical Device

Registration (trial Version)

o strengthen the administrative
T evaluation and approval for the
reevaluation of medical devices registration,
SFDA issued Revaluation Procedures for
Medlical Device Registration (Trial Version)
on August 26.. Following is the full text:

Article 1. To strengthen the administrative
evaluation and approval for the reevaluation
of medical devices registration,,
secure opening, fairness and justice of
reevaluation; improve the efficiency of
registration and reevaluation hereby setting
these procedures.

Article 2. These procedures apply to both
domestic and imported medical devices
(including in vitro diagnostic reagents)
on Initial registration, re-registration and
reevaluation application for rejection
of changing application of registration
certificate or decision of rejecting

registration.

Article 3. Should objections occur
with regard to decisions of rejection or
disapproval of registration, the applicant can
submit reevaluation applications to decision-
making FDA departments within twenty
(20) working days after official notice is
received.

The contents of reevaluation applications
are confined to the original application items
and documents.

Article 4. The following documents are
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required for the applicant to tender a
reevaluation application:

1) Application Form for Reevaluation of
Medical Devices Registration (Attachment
1) Signed by production enterprises or its
agent.

2) Photocopy of the original evaluation
decision notice.

For application of reevaluation of imported
medical devices registration, if the
reevaluation application is submitted by
agent, the agent must be the one of the
original registration application project.

Article 5. After the Document of the
local Food and Drug Adiministration
accepted reevaluation application, the
reevaluation shall be carried on according
to the procedure of original registration
evaluation.

Registration reevaluation time limit for
domestic Class 1 medical devices is fifteen
(15) working days; thirty (30) working days
for domestic Class 2 medical devices and
forty five (45) working days for domestic
Class 3 and imported medical devices. The
time limit of reevaluation for modification
of registration certificate is twenty (20)
working days.

Atrticle 6. After reevaluation, if local Food
and Drug Adiministration decide to maintain
the original evaluation conclusion, a Notice
of Reevaluation Decision for Medical
Devices Registration(Attachment 2) shall be
issued.

If the decision is made to rectify the original
evaluation conclusion, the related document
shall be issued directly.

Article 7. Permission for a reevaluation
decision will be forwarded to the applicant
within ten (10) working days after the local
Food and Drug Adiministration agree with
reevaluation.

Article 8.The local Food and Drug
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Adiministration will not accept reevaluation
application again if reevaluation decision
has already been made.

Article 9. The local Food and Drug
Adiministration will not accept
reevaluation application if the applicant
lodges objections pertaining to decisions

that resulted in initial disapproval and
rejection of registration or having applied
for administrative reconsideration or
litigation.

Article 10. These procedures come into full
effect as of the date of issuance.
(August 26, 2010)

Regulations on Supervision and Management of
Medical Device (Revised Draft) soliciting opinions

from the general public

T o further improve the transparency and
quality of legislation the Legal Affairs
Office of the State Council has decided to
publicize the full text of Regulations on
Supervision and Management of Medical
Device (Revised Draft) soliciting opinions
from the general public to facilitate research
and revise this document. The revised
version will be submitted the Standing
Working Conference of the State Council
for deliberation and approval.

Regulations on the Supervision and
Management of Medical Device (Revised
Draft) stipulates that the State conducts a
categorized management for medical devices
according to anticipated purpose, structural
features, ways and usage of application
taking into considering potential risks to the
human body.

Medical instruments are classified into three
distinct categories.

Class 1. Medical devices that are low risk.

Class 2. Medical devices have intermediary
risks.

Class 3. Medical devices that are high risk.
For example:--medical devices
for implantation, or support and
sustenance of life.

Class 1 medical devices shall be
implemented with Records Management.
Class 2 and Class 3 Medical devices
shall be implemented with Registration
Management. The State will establish
“’Product Recall System”. Once the
defective or rejected medical devices are
identified and confirmed in the specific class
category the devices must be immediately
recalled by manufacturing enterprises. And
Unhealthy Events Monitoring System shall
also be established to collect, analise and
evaluate the unhealthy events about medical

devices. (September 6, 2010)
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Q&A on Clinical Materials Relating to the Guiding
Principles on the Technical Review for the
Registration of Medical X-ray Diagnostic Equipment

(Category III)

(To continue)

: What do you need to considerer
during clinical trial?

A: (1) The purpose of clinical trial is to

evaluate the medical device to see if it can
meet the anticipated safety assumption and
expected medical effect (value) in normal
operating conditions.
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(2) Clinical test should be provided with
specially designed clinical trial scheme
(including test purpose, test method,
selection of subject, evaluation indicators
and evaluation method of curative effect/
safety, risk control, potential harm or risk
analysis, starting and ending time of test,
data management and statistics analytic
method, etc.). The design of clinical
trial scheme should be jointly completed
by manufacturer, clinical experts, and
statisticians. Statistics analytic staff should
participate in the whole course of clinical
trial (including scheme design, data

management, statistical analysis,

and statistical

analysis report).
(3) Clinical evaluation indicators

Primary evaluation indicators: coincidence
rate of the clinical diagnose requirements
in image quality; secondary evaluation
indicators: service convenience of
equipment, functions of equipment and
stability satisfaction.

(4) Clinical evaluation criteria
See Appendix V.

(5) Number of cases for clinical trial at each
position

The single-group test of the target value
method could be adopted clinical trial.

According to clinical requirements, the
required coincidence rate of the clinical
diagnose requirements in image quality
should not be lower than 85% (target value).
Supposed that the required coincidence rate
is 95%, the minimum number of subjects for
the trial should be 80 cases when the levels
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of significance at both sides are 0.05 and the
power of test is 80%.

80 cases for chest, in which, at least 10 cases
include the projection at lateral and frontal
positions.

Bone and soft tissue should include three
positions (head, lumbar, and pelvis/hip
joint). One case for any projection position
of head; lumbar must have lateral and frontal
projection and only one case; and one case
for the frontal position of pelvis/hip joint,
totally 80 cases; each position should have
at least 10 cases.

Gastrointestinal series include four
positions: esophagus, stomach,
intestinum tenue, and barium enema
(full gastrointestinal contrast may be
counted as 3 cases), as a total of 80
cases; each position should have at
least 10 cases.

DSA should include four positions:
abdominal aorta, hepatic artery, renal
artery, and common iliac artery, as a
total of 80 cases; each position should
have at least 10 cases.

The clinical trial cases at each position

should meet statistical principles
(without prejudice to the ethic principles, the
same subject may be used for the validation
of many positions).

(6) Evaluation on clinical trial effects

a. Image definition evaluation shall
adopt the way of double-blinded
evaluation (i.e., evaluate the quality
of clinical image with back-to-back
method); when conditions permit, it
is recommended to adopt the method
of third-party evaluation who does not
participate in the clinical trial. The
requirements are:

» The image quality of subject should
at least be 95% of the required
coincidence ratey with clinical
diagnosis (i.e., among 100 persons, at
least the image quality of 95 persons
should meet the requirements);

* The image quality of subject
determined as “invisible” should
not exceed 2% (i.e., among 100
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persons, the image quality of at least
2 persons is evaluated as “invisible”);

b. the satisfaction rate of equipment
service convenience, functions of
complete machine and stability should
meet 85%; the rate of basic satisfaction
and above average level should be 95%.

(7) Clinical trial report and statistics analytic
report

According to the statistics analytic report,
the leading unit shall issue the clinical trial
report on a certain indication. Statistics
analytic report should consolidate the data of
the same indication (position) in all centers
into one for statistical analysis and a general
statistics analytic report should be issued for
each position.

Data management should be conducted for
all subjects selected. In case of any indistinct
problems, should be verified with original
record. Statistical analysis should at least
include the following four

Grand opening in Beijing of the
China International Medical Device
Regulatory Forum 2010

From 7" to 10™ September, the China
International Medical Device Regulatory
Forum 2010 sponsored by China
Center for Pharmaceutical International
Exchange was held at Jiu Hua Shan
Zhuang in Beijing .

This forum converged over 700
participants, including leaders and
distinguished guests from medical

parts:

a. description on completion of clinical
trial: including the summary of clinical
trial (screening number of people, selected
number of people, completed number of
people, loss of visit/withdrawal/eliminated
number of people, etc.);

b. baseline description: describe baseline
demographic indicators of all selected
subjects (ITT analytic set) and the indicator
of other related disease histories;

c. curative effect/effect evaluation: conduct
statistical analysis on all selected subjects
(ITT analytic set) and the subjects finally
completed (PP analytic set) respectively.
During curative effect analysis, besides point
estimation, the creditability interval for 95%
of the point estimation should be provided,

d. during safety evaluation, all selected
subjects should be analyzed (SS analytic
set) without omission of any adverse event
(including laboratory indicators: normal
condition before the test, abnormal
condition after the test, and the event with
clinical meaning). For all adverse events,
the relevance with the product under
study should be evaluated.

(8) The entire course of clinical trial
should be under strict supervision and
quality control. All test records must
be complete, authentic, clear, and

objective. Subjects should be selected
continuously during test. (July 1, 2010)

devices administration departments in
China and abroad, The participants also
included experts affiliated with medical
devices technical institutions, medical
devices testing institutions and production
enterprises.

SFDA Deputy Commissioner Bian Zhenjia
attended the forum giving an important
speech. The relevant SFDA staffs also
delivered speeches in related issues
such as "China Regulations of Medical
Devices Registration", "China Regulations
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of Medical Devices Standards",
"Supervision on Unhealthy Event and
Testing of Medical Devices", "Technical
Evaluation Procedure for Medical
Devices and Application of Guiding
Principles of Technical Evaluation.
Speakers from America, EU and other
countries also made excellent speeches,
viz; "EU Laws and Regulations on
Medical Devices and the International
Development Tendency", "Perspectives
on the Coordination of Global Laws
and Regulations on Medical Devices",
"Pre-market Requirements for Medical
Devices in Austria", "Status of Japan's
Laws and Regulations on Medical
"The Role of Clinical
Evidence for Premarket Approval of

Devices",

Medical Devices", "Incessant Evolution
of Directives for Medical Devices in
Europe— Past and Future."

Wang Baoting, Director of Department

of Medical Devices of SFDA voiced a
closing ceremony speech on the topic "The
Coordination of Laws and Regulations
Concerning Medical Instruments in Asia.".

Six Professional sub-forums were held
concurrently within the main forum session:

1. Forum on medical devices for
imaging; 2. Forum on medical devices
for cardio-cerebral system and medical
macromolecule products and consumables;
3. Forum on orthopedic and surgical
devices; 4. Forum on ophthalmological
optics instruments; 5. Forum on medical
devices in vitro diagnosis (IVD); 6. Forum
on pharmaceutical combination products
and dental equipment.

Comprehensive, in-depth coverage, lively
interaction between guests and audience
attending the forum was favorably
acknowledged by all the participants.
(September 13, 2010)
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Summary of Medical Device Administration in USA

(I11)

2 . Medical Device Pre-marketing
Management and Supervision

Medical devices vary widely in their
complexity and their degree of risks or
benefits. They do not all need the same
degree of regulation. Thus, FDA divided all
medical devices into three regulatory classes
based on the level of control necessary to
assure the safety and effectiveness of the
devices.

According to the recommendation of
advisory committee, FDA will announce the
final classification in the Federal Register.
The classes of most devices can be found
on Section 862 to 892 in Volume 21 of the
Code of Federal Regulations (CFR). There
are approximately 1,700 devices within 16
medical categories. Of the 1,700 classified
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devices, 45% are Class 1, 47% are Class 11
and 8% are Class III.

Class I - Genaral Control: Class I devices
are subject to the general regulatory control.
They present minimal potential for harm
to the user and are often simpler in design
than Class II or Class III devices, such as
thermometers, examination gloves and
elastic bandages. General control includes:
prohibition of selling adulterated and
misbranded devices; manufacturing devices
in accordance with the Quality Systems
regulations and GMP; labeling devices
in accordance with labeling regulations;
using FDA Form 2891 for registration; and
submission of a pre-market notification
510(k) before marketing a device. Most
Class I devices are exempt from the pre-
market notification and/or the Quality
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System regulations. In general, the devices
can be marketed after submitting FDA Form
2891.

Class II - Special Control: Class II devices
are those for which general control
alone is insufficient to assure safety and
effectiveness, and existing methods are
available to provide such assurances, for
example, ECGs, powered wheelchairs and
ventilators. In addition to complying with
general control, Class II devices are also
subject to special control to assure safety and
effectiveness. Special control may include
special labeling requirements, mandatory
and voluntary performance standards and
post-marketing supervision. FDA requires
pre-market notification 510(k) for such

devices, and manufacturers must submit
the 510(k) to FDA at least 90 days before
marketing. After the 510 (k) is reviewed, the
device can be sold in the market.

Class III -
Pre-market Approval: Class III devices

are usually those that support or sustain
human life, are of substantial importance in
preventing impairment of human health, or
which potentially present an unreasonable
risk of illness or injury. Class III devices
are those for which insufficient information
exists to assure safety and effectiveness
solely through general or special controls,
such as cardiac pacemakers, artificial hearts
and artificial blood vessels. Pre-market
approval (PMA) is the required process
of scientific review to ensure the safety
and effectiveness of Class III devices. The
manufacturer must submit to FDA a PMA
application and other relevant information,

including well-controlled clinical data,
safety and effectiveness reports, and other
related information. Within 45 days after
a PMA is received by FDA, the applicant
sall be notified whether the application has
been filed. The decision of approvable or
not approvable will be made within 180
days.

In addition to medical device classification
management, the other important regulations
for pre-marketing supervision also include
Good Manufacturing Practice (GMP).

Clinical study: A clinical study report may
be required in nearly 10% in support of pre-
market notification [510(k)] submissions
and in most cases in support of a pre-market
approval (PMA) application. All clinical
studies performed in support of a 510(k)
or PMA must be conducted in accordance
with the Investigational Device Exemption

(IDE) regulation. This requires the

manufacturer to obtain FDA approval
of the study before it starts, to ask for
detailed opinion from each patient, and
to arrange proper monitoring during
the conduct of the study. In the clinical
study period, FDA has the right to
inspect and audit the clinical research
unit and its implementation of plans to
ensure their compliance with the IDE
regulation.

Good Manufacturing Practice (GMP):
The current Good Manufacturing Practice
(GMP) requirements set forth in the Quality
System (QS) regulation are promulgated
under section 520 of the Federal Food, Drug
and Cosmetic (FFD&C) Act. The 1997
revised GMP requirements are much closer
to ISO 9001. This regulation covers quality
management and organization, device
design, buildings, equipment, purchase and
handling of components, production and
process controls, packaging and labeling
controls, device evaluation, distribution,
installation, complaint handling,
servicing, and records. It requires that all
manufacturers shall have a quality system
for the design and production of medical
devices.
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Import and Export of China's Medical Device in the

first half of 2010

ccording to statistics released by the
AChina Chamber of Commerce of
Medicine & Health Products Importers &
Exporters the total volume of import &
export of China's medical devices in the first
half of 2010 amounted to 10,088 million US
dollars, a 27.50% increase on equal terms.
Export volume amounted to 6,573 million
US dollars, a 26.86% increase on equal
terms and import volume amounted to 3,515
million dollars, a 28.15% increase on equal
terms.

In the first half of 2010 a total of 17,600
enterprises engaged in 99 types of medical
devices exporting their products to 215
countries and regions. Among the top-10
exporters, 7 are foreign-owned enterprises
or joint ventures.

Asia, Europe and North America remain
to be major export destination markets
of China for the first half of 2010 with
a corresponding export volume;- 2,164,
1,838, and 1,878 million dollars respectively
amounting for 89.45% of total export.
America, Japan and Germany are still the

top 3 export markets of China's medical
devices which accounts for 44.03% of total
export.

In the first half of 2010, China imported
medical devices from 93 countries and
regions. Europe has the major share with of
38.59% of total import. European countries
like Germany, Switzerland, Ireland, Holland
and Britain constitute 6 of the top 10 trading
partners of China's importation of medical
devices.

In the first half of 2010, China had a total
of 7,790 enterprises engaged in the import
of medical devices. Among the 9 products
with the import volume up to 100 million
U.S. dollars each, .the top three categories
are: 1. X-ray application equipment for
medical treatment surgical or veterinary
purposes; 2. Medical equipment or apparel
for physiological defects or implanted
instruments; 3. Medical apparatus and
instruments for other medical treatments, or
for surgical or veterinary purposes.

(August 5, 2010)
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Table 4. Imported Medical Device with a volume exceeding $ 100 million in the first half

of 2010
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(Million $) %
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Brief introduction on FDA Discussion on the Draft
510(k) and Use of Science in Regulatory Decision

Making Reports

EE510 (K) RIEBM
SR AR SR
SRR

In August, 2010, two preliminary reports
from FDA’s Center for Devices and
Radiological Health (CDRH or the Center)
was been releasing for public comments,
recommending concrete steps they could
take to advance three key objectives of a
balanced public health approach: fostering
medical device innovation, enhancing
regulatory predictability, and improving
patient safety. [Center for Devices and
Radiological Health 510(k) Working Group
Preliminary Report and Recommendations,
and Task Force on the Utilization of Science
in Regulatory Decision Making Preliminary
Report and Recommendations; Availability;
Request for Comments. ]

Jeffery Shuren, M.D., J.D., Director of
Devices and Radiological Health, highlights
10 recommendations in particular from these
two documents.

I. Fostering Medical Device Innovation

1.Streamline the premarket pathway for
lower-risk novel devices.

The process for Evaluation of Automatic
Class III Designation (also known as the
de novo classification process) is meant

to serve as a regulatory pathway for novel
devices that cannot be cleared through the
510(k) process because they lack a clear
predicate, but whose risks do not warrant
a premarket approval (PMA) level of
review. As currently implemented, the
de novo classification process tends to be
associated with lengthy review timeframes
and nontransparent data requirements,
making it an impractical path to market
The 510(k)
Working Group recommends that CDRH

for many device developers.

make major reforms in our implementation
of the de novo process, including steps
to streamline the process and clarify the
Center’s evidentiary expectations for de
novo requests.

2. Enhance science-based professional
development for CDRH staff.

To accommodate the development of novel
technologies, within the 510(k) context
and beyond, CDRH must be able to readily
tap into relevant scientific expertise in the
course of our decision making. Both the
510(k) Working Group and the Task Force
on the Utilization of Science in Regulatory
Decision Making recommend that CDRH
enhance training, professional development,
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and knowledge-sharing among Center
staff, to assure that appropriate scientific
expertise and regulatory experience are
brought to bear in decision making. Both
groups recommend that these efforts
include providing greater opportunities
for staff to stay abreast of recent scientific
developments and current clinical practice.

3. Establish a network of external experts
to better inform the review of cutting-edge
technologies.

Because it is not feasible for CDRH
experts to be up-to-date on all scientific
developments, particularly in newly
emerging fields, it is sometimes necessary
for us to supplement our in-house expertise
with that of external parties. The Task Force
on the Utilization of Science in Regulatory
Decision Making recommends that the

Center continue ongoing efforts,

in keeping with the Center’s
FY 2010 Strategic Priorities, to develop
a network of external experts using web-

based social media technology. Such a
network would allow Center staff to more
efficiently and effectively leverage outside
knowledge in order to answer important
scientific questions, but would not serve in
an advisory capacity.

II Enhancing Regulatory Predictability

4. Increase the predictability of 510(k) data
needs by establishing a new "class IIb."

Within the 510(k) context, most instances
where concerns have been raised by industry
and Center staff generally have involved

10 CHINA MEDICAL DEVICE NEWSLETTER

the small subset of devices for which staff
requested clinical information midway
through a review but where the submitter
had no advance notice that such information
would be needed as part of its 510(k),
leading to avoidable delays. The 510(k)
Working Group therefore recommends
that CDRH develop guidance to define,
at least as a heuristic, a subset of class II
devices called "class IIb" devices, for which
clinical or manufacturing information
would typically be necessary to support
a substantial equivalence determination.
The development of a "class IIb" guidance
document would help clarify, up front,
what information submitters should include
in their 510(k)s, so that they can plan
accordingly. In so doing, it would help our
review staff obtain, in a more efficient and
predictable manner, the type and level of
evidence they need to make reliable, well-
supported decisions.

5. Create a new "Notice to Industry"
| tool to more rapidly communicate
changes in premarket expectations.

With respect to 510(k) review and
also more broadly, we as a Center
may need to modify our premarket
evidentiary expectations for certain
types of devices over time, as science
evolves and new information emerges
about the risks and benefits of a given
device type. Under current law, our
traditional guidance development process
can be cumbersome, and it has not allowed
us to communicate such changes in a
rapid manner. Instead, manufacturers
typically learn of these changes through
individual engagement with the Center,
often not until after they have prepared their
premarket submissions. The Task Force
on the Utilization of Science in Regulatory
Decision Making therefore recommends that
CDRH begin to use standardized "Notice
to Industry" letters to quickly communicate
to an affected sector of industry when we
have changed in our regulatory expectations
with respect to a particular group of devices,
the general nature of the change, and the
rationale for the change, generally as a
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precursor to more detailed guidance. These
letters would help provide greater clarity to
manufacturers, in a timelier manner, about
our evolving expectations.

6. Clarify the meaning of key terms in the
510(k) "substantial equivalence" review
standard to improve the consistency,
transparency, and timeliness of the review
process.

Insufficient clarity with respect to critical
terms in the statutory definition of
"substantial equivalence" has, in some
cases, contributed to inconsistency in
CDRH’s 510(k) decision making, internal
and external debates, and delays in review.

Council, comprised of experienced managers
and employees and under the direction of
the newly created Deputy Center Director
for Science position. Consistent with the
President’s memorandum on scientific
integrity,3 this standing body would
be responsible for overseeing science-
based decision making across the Center,
including premarket review; periodically
auditing decisions and assessing program
performance; and acting as a resource for
staff on scientific questions, to support
greater consistency in decision making and
the treatment of cross-cutting issues.

III Improving Patient Safety

8. Require the up-front submission
of more complete safety and
effectiveness information to support
the review of 510(k) devices.

In order to support robust and well-
informed decision making within
the 510(k) process, the 510(k)

As the 510(k) standard has been applied to a
wider range of devices over time, including
increasingly varied, complex, and potentially
higher-risk technologies, the need for greater
clarity has become even more pressing. The
510(k) Working Group recommends that
CDRH more clearly define these terms in
guidance and training for review staff and
industry.

7. Establish a Center Science Council as
a new governance model to assure quality
and consistency in CDRH’s science-based
decision making.

Regulatory predictability also depends on
effective and expert internal oversight. To
better assure quality and consistency in
CDRH’s science-based decision making,
both the 510(k) Working Group and the
Task Force on the Utilization of Science in
Regulatory Decision Making recommend
that CDRH establish a Center Science

Working Group recommends that
CDRH consider revising existing
regulations to explicitly require
510(k) submitters to provide in
their 510(k)s a summary of all scientific
information known or that should be
reasonably known to the submitter regarding
the safety and/or effectiveness of the device
under review. Current regulations do not
expressly require submitters to provide
such a summary. As a result, important
relevant information may not be included in
a 510(k) upon initial submission, even when
that information is readily available to the
submitter. Requiring this type of summary
would allow review staff to more efficiently
make well-supported 510(k) decisions that
consider all relevant safety and effectiveness
information. Including such a summary
should not present a significant additional
burden for submitters, many of whom
typically collect this type of information in
their own product development processes.

9. Create a searchable online public database
to provide more detailed, up-to-date medical
device information to industry, the health
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care community, and patients.

Both committees recommend that CDRH
enhance our web-based public resources
to provide industry, practitioners, and
patients with ready access to meaningful,
up-to-date device information that will
help support informed clinical decision
making and safe device use. The 510(k)
Working Group recommends that CDRH
make major improvements to our current
online 510(k) database, so that it can
serve as a searchable one-stop source
for detailed information about cleared
devices, including photographs and design
schematics, summaries of FDA review
decisions, and up-to-date device labeling.
Such a database would allow prospective
510(k) submitters to more readily identify
appropriate predicate devices and would
provide practitioners and patients with more
comprehensive and current information
to support the safe use of cleared devices.
Similarly, the Task Force on the Utilization
of Science in Regulatory Decision Making
recommends that CDRH continue to build
upon our existing Transparency website to

provide external parties
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with more information about our regulatory
decisions and the science that grounds those
decisions, across the total product life cycle.

10. Clarify CDRH’s 510(k) rescission
authority and the circumstances under which
a device should not be used as a predicate.

Concerns have been raised that current
FDA regulations and practice may allow
for some types of predicate comparisons
that are insufficient to consistently provide
reasonable assurance that a device under
review, subject to general and applicable
special controls, is safe and effective for
The 510(k) Working
Group recommends that CDRH explore

its intended use.

the development of guidance to identify
situations in which a device should not
be used as a predicate, such as when the
device has been removed from the market
because of safety concerns. In addition,
to clarify the circumstances under which
CDRH would exercise our authority to
rescind a 510(k) clearance to remove an
unsafe device from the market and preclude
its use as a predicate, the 510(k) Working
Group recommends that CDRH consider
issuing a rescission regulation.

The recommendations contained in these
reports are preliminary. CDRH has not
made any decisions on specific changes
to pursue. Once their assessment of
public input and other necessary reviews
are completed, they will announce which
improvements they intend to implement,
as well as projected timelines for
implementation.

ETMENARTRRER, NWEERSLLFT.
M AZFIBEEBRSETRXORFET
RAAER . AT AS B A0 1B B9 IR PR IR SR T
REFRMEREMER. 510 (k) TIEAZE
W, CDRHEIZXHAIERTHELZS10 (k) £
EEHITERSGE, MWEEMN TR
REEE, TRESBIRENETHRME X
MFHAER, BERA. RITEE. £EFDA
MESREMRURRTNRE., LA gdEE
BEEERSI0 (k) RTAREBEEFBHE
BEYEMNSREM, IR AL RMEBERE
EAEEMRFTHES, UBRBEFEENE
Frasii e e A, £k, EERKEIRE
MEYATHEEREN, CORHRIZASEREK
MABHMY, NEE~ROBANFa BB
W, ESMPETTRES NN EEREMZE
RENNLREFRNESER,

10. Z/ECDRHAS10 (k) #HEXEERN
PR, Rt BR7EBRLL 1R T By s AN S A1
S RaER

B AL, XEFDAYITHEAMAMSE
BRUSRSSBHIMTER SREMENS
AWM HATAIX L, AR MNER —BUb R
TEHK B & B BT B AE — AR 1 A0 ] 08 R Y 4 3
EHERT . THRZEME AT HnEA
&, 510 (k) TIEARIW, CDRHRIZFE B
EAARAIIESRN, PR AR AR TR
B MASHAESREW (1 Hi2EST
wME LB TRETHNERATZTHE
Brmt) . BeHh, 510 (k) TYEZHEIL, CDRH
MIZEE/REB - XEREN. BNRE
B FEWRLE B TCDRHT 7 R BRE 4510
(k) #HESCHIERAN, MR L2 B EST el
A AR, L HBEAES RS,

ARERMEENRWHANT R,
CDRHI¥ RAE#HTEMAEGHNRE., —B
MNARBROTEEMEMDENTELER,
CDRE¥ E A G HTME R, MR ZIH
HITENAIR B HARR .

Notes: All Chinese information in Newsletter extracted from Newspapers and Internet. All English
articles are the translations from the Chinese version.
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