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Thi s gui dance docunent summarizes FDA' s strategy for
i npl enmenting the highest priority provisions of the FDA
Moder ni zati on Act of 1997 (Pub. L. 105-115).

FDA identified these provisions as being of the highest
priority for inplenentation because: (1) they becone effective
on or before February 19, 1998, the general effective date of the
act; (2) they are expected to inpact a |l arge nunber of
product s/ applications; or (3) they are of high interest to the
device community. Unless an alternative nethod of inplenentation
is specified in the statute, FDA generally plans to issue
i ndi vi dual gui dance docunents to inplenment these provisions of
the new | aw.

Hi ghest Priority Provisions

1. Early Col | aboration on Data Requirenents for Cinical
Studi es [ Sections 201 and 205]

2. PMA Col | aborative Review Process [ Section 209]

3. Scope of Review Labeling Cainms for PMA's [ Section
205(c)]

4. PMA Suppl ements for Manufacturing Changes [ Section 205]
5. Premar ket Notification Exenptions [Section 206]

6. Eval uation of Automatic Class Il Designation [Section
207]

7. Devi ce Standards [ Section 204]

8. Scope of Review Labeling Cains for 510(k)'s [Section
205(b)]

9. Ni nety-Day Review of 510(k)'s [ Section 209]

10. Device Tracking [Section 211]

11. Postmarket Surveillance [Section 212]

12. Dispute Resolution [Section 404]

For each of these 12 provisions, this guidance docunment w ||
first sunmarize the statute in "plain English" and then descri be
FDA's strategy for inplenentation. These statutory summaries
were previously made publicly avail able as "The FDA Moderni zati on

Act of 1997: Description of Select Medical Device Provisions" on
December 3, 1997. This docunent is available on FDA's web site



at http://ww. fda. gov/cdrh/ nodact/ nodern. htm .

Consi stent with FDA's Good Cui dance Practices (62 FR 8961;
February 27, 1997), this Level 1 guidance docunent is being
i ssued without prior public cormment because it affects i medi ate
i npl enentation of new statutory requirenents. Comments and
suggestions regarding this docunent can be submtted by My
7,1998 to Docket No. 98D 0003. Unl ess specified otherw se, other
gui dance docunents referenced in this guidance will also be
i ssued as Level 1 guidance that becone effective upon
publication, with the opportunity to submt conmments to the
Agency during the inplenmentation stage.



Priority Provisions Applicable to PMA®"s and IDE"s

1. Early Col | aboration on Data Requirenents for Cinical
Studies [Sections 201(a) and 205(a)]

Section 201:

Sponsors that intend to perform a clinical study of any
Class 111 device or any implantable devices in any class
will be given an opportunity to have their investigational
plan, including the clinical protocol, discussed with FDA
for the purpose of reaching an agreement on the
investigational plan before they apply for an
investigational device exemption (IDE).

A written request from the sponsor to FDA i1s required prior
to FDA review. The request shall include a detailed
description of the device, proposed conditions of use and a
proposed investigational plan (including clinical protocol),
and, 1f available, expected performance of the device. FDA
has 30 days to meet with the sponsor after receipt of the
written request.

An official record will be made of any agreement that is
reached between the sponsor and the FDA. This agreement
will be binding and Is not subject to change except: (1)
with written agreement of the sponsor or; (2) if the sponsor
has been notified by FDA in writing of a substantial
scientific issue that was not included in the initial
agreement. In the latter case, the written notification of
the decision by FDA can not be given to the sponsor unless
the sponsor has been given an opportunity to discuss the
scientific iIssues.

Qui dance

The neeting referenced in section 201 builds upon FDA's
exi sting practice of encouraging sponsors to neet wth FDA for a
"pre-1DE" neeting.

Section 201 codifies that practice and adds to it the goal
of reaching an "agreenent" between FDA and the sponsor on the
study plan, including the clinical protocol. Any such agreenent
woul d be "bindi ng" and not subject to change except: (1) with
written agreenent of the sponsor; or (2) if the sponsor has been
notified by FDA that a substantial scientific issue essential to
determ ning the safety or effectiveness of the device invol ved
has been identified. FDA believes this provision in the law w |
hel p both the sponsor and the agency, and that early agreenent on



clinical protocols is perhaps the nost significant factor both in
decreasing IDE review tines and in facilitating subsequent PMA
revi ew.

Section 205:

Sponsors planning to submit a Premarket Approval Application
(PMA) can submit a written request to FDA for a meeting to
determine the type of information (valid scientific
evidence) that i1s necessary to support the effectiveness of
their device.

The request must include a detailed description of the
device, proposed conditions of use, an iInvestigational plan
and, 1f available, information regarding the device"s
expected performance. FDA must meet with the requester and
communicate the Agency"s determination of the type of data
that will be necessary to demonstrate effectiveness in
writing within 30 days after the meeting. When making this
determination FDA must assure that both the information they
have specified is necessary to provide a reasonable
assurance that the device i1s effective and that the Agency
has considered the method of evaluation that is the least
burdensome. FDA"s decision will be binding and not subject
to change unless the Agency determines that the decision
could be contrary to the public health.

Qui dance

Wil e the new | aw does not specify when the neeting
described in section 205 is to occur, to the extent that the
meeting is intended to determ ne the type of valid scientific
evi dence needed for approval, such a neeting will be npost useful
when conduct ed whil e the sponsor is planning clinical studies --
i.e., inthe earliest stages of product devel opnment, prior to
subm ssion of the IDE. |ndeed, industry comenters have
described this as a "pre-pre-IDE" neeting which would focus on
the "general plan" of the device study, in contrast to the "pre-
| DE" neeting under section 201, which addresses a specific
clinical protocol. It is inportant to note that a neeting under
section 205 does not result in an "agreenment," but rather results
in the FDA's "determ nation" of the type of clinical testing
needed to denonstrate effectiveness. This "determ nation"” would
be "binding;" the agency woul d neither ask for nor accept a
different type of evidence of effectiveness unless such
determ nation could be contrary to public health

Wi | e FDA bel i eves that the purposes of the neetings
di scussed in sections 201 and 205 can usually be acconplished in
a single nmeeting, FDA understands that sone sponsors wll request
and benefit fromtwo neetings. FDA is also prepared to continue



to meet informally with potential applicants who may not wi sh to
request neetings under the provisions of sections 201 and 205.

Successful neetings to collaborate on data requirenents for
clinical studies will require a substantial commtnment on the
part of both FDA and product sponsors. The responsibility of
product sponsors will be to provide conplete, detailed, and
candid information in neeting requests on such issues as the
devi ce description, investigational plan, proposed conditions of
use, and expected product performance. The responsibility of the
agency will be to thoroughly evaluate the information, to
consider, in consultation with the sponsor, the "I east
burdensone” neans of eval uating device effectiveness, and to then
commt to binding clinical study requirements. To assist product
sponsors in submtting requests for early collaboration neetings,
FDA wi Il issue guidance on the type of information that should be
included in the neeting request. The guidance, which is expected
to be published by February 19, 1998, will al so inform sponsors
of what they can expect from FDA at these early coll aboration
nmeet i ngs.

Effective date: February 19, 1998.

2. PMA Col | aborative Review Process [ Section 209(b)]

FDA must, upon the written request of the applicant, meet
with that party within 100 days of receipt of the filed PMA
application to discuss the review status of the application.
With the concurrence of the applicant, a different schedule
may be established.

Prior to this meeting, FDA must inform the applicant in
writing of any identified deficiencies and what information
IS required to correct those deficiencies. FDA must also
promptly notify the applicant if FDA identifies additional
deficiencies or any additional information required to
complete Agency review.

Qui dance

This provision builds on the early collaboration/increased
interaction theme set forth in sections 201 and 205. While FDA's
past practice has sonmetines been to conplete a conprehensive
review of the entire PMA before comrunicating deficiencies in
witing to applicants, the clear intent of this provision is
earlier and nore frequent interactions with applicants to
communi cat e application deficiencies. Accordingly, for PVMA's
submtted after the effective date, February 19, 1998, FDA wl |
institute standard operating procedures to communicate with
applicants on approximately the 90th day of the review process;



and to neet with the applicant on or about the 100th day or at
such other tinme as the FDA and sponsor agree. As needed, FDA
will continue to communicate with applicants after the review
status neetings regarding newWy identified deficiencies and/or
requests for additional information. By February 19, 1998, FDA
W Il issue guidance on the procedures to be used to inplenent
this provision.

VWiile FDA will honor requests for review status neetings
from manufacturers with pendi ng subm ssions (i.e., PMA's
submtted prior to February 19, 1998), the timng for such
meetings wll vary depending on the review status of the
i ndi vi dual application.

Effective date: February 19, 1998.

3. Scope of Review Labeling Clainms for PMA's [ Section 205(c)]

FDA must rely solely on the conditions of use submitted as
proposed labeling in the PMA application, so long as the
proposed labeling is neither false nor misleading. In
determining whether or not such labeling 1s false or
misleading, FDA shall fairly evaluate all material facts
pertinent to the proposed labeling.

Qui dance

This provision is consistent wwth the manner in which FDA
currently reviews PMA's in that proposed product |abeling is
reviewed to identify conditions for use. Moreover, this
provision is also consistent with existing statutory criteria,
whi ch give FDA authority to deny a PMA if, based on a fair
eval uation of all material facts, the proposed |abeling is fal se
or msleading. (See ' 515(d)(2)(D).) Accordingly, no change in
FDA's current practice/process for reviewing PMA's is expected as
a result of the scope of review provision in section 205.

Effective date: February 19, 1998.

4. PMA Suppl ements for Manufacturing Changes [ Section 205(c)]

PMA supplements are required for all changes that affect
safety or effectiveness unless such change involves
modifications In a manufacturing procedure or method of
manufacturing. Manufacturing changes affecting safety or
effectiveness require only a written notice to FDA, which
describes the changes in detail and which summarize the
information that supports the change. The written notice



must also state that the changes were made in accordance
with the Quality Systems Regulation (GMPs). The devices
subject to manufacturing changes can be distributed 30 days
after a notification report is submitted to FDA unless the
agency notifies the submitter that the notice is not
adequate.

IT FDA deems the notice to be iInadequate, FDA may request
further information or require a supplement. FDA shall
review the supplement within 135 days of receipt. The
initial 30 day notification review period will be deducted
from the 135 day supplement review period 1If the original
notification meets the appropriate content requirements for
a PMA supplement.

This notification procedure applies only to supplements
relating to manufacturing changes.

Qui dance

FDA wi Il review all 30-day notices of manufacturing
changes. By February 19, 1998, to assist manufacturers in
submtting a conplete notice, FDA wi |l dissem nate gui dance on
the content requirenents for the 30-day notices -- specifically,
what supporting data need to acconpany the 30-day notice to
docunent that the change maintains the device's safety and
ef fectiveness. Recognizing the enornous breadth in the types of
potential manufacturing changes, the guidance will also identify
t hose types of manufacturing procedure changes or changes in
manuf act uri ng net hods that may continue to require a PVA
suppl enent .

Effective date: February 19, 1998.
Priority Provisions Applicable to 510(k)"s

5. Premar ket Notification: Exenptions [Section 206]

A 510(k) submission is not required for a Class 1 device
unless the Class | device:

(1) i1s intended for a use which is of substantial Importance
in preventing impairment of human health or

(2) presents a potential unreasonable risk of illness or
injury.

A 510(k) submission will not be required for specified Class
Il devices. FDA plans to publish in the Federal Register




within 60 days of enactment a list of Class Il devices that
are exempt from 510(Kk).

After the list of Class Il exempt devices has been
published, additional class Il devices may be exempted on
FDA"s own initiative or by petition of an iInterested person.

FDA will publish 1n the Federal Register a notice of intent
to exempt these device types and provide a 30 day period for
comment. Within 120 days after the issuance of the notice,
FDA will publish a final order regarding the exemption of
the subject devices. |ITf FDA fails to respond to a petition
within 180 days, i1t will be deemed granted.

Qui dance

On February 2, 1998, FDA published a |ist of al
class | devices that are currently subject to premarket
notification (510(k)) requirenents. This |ist specifies which
devices: (a) neet the reservation criteria under the new | aw for
continued 510(k) subm ssion requirenents; or (b) wll be exenpt
from510(k) as of February 19, 1998. This |list represents the
agency's current interpretation of the reservation/exenption
criteria for class | devices as set forth in section 206 of the
new law -- i.e., devices will continue to be subject to 510(k)
requirenents (reserved) if they are intended for a use which is
of substantial inportance in preventing inpairnment of human
heal th; or present a potential unreasonable risk of illness or
injury. Comments on these lists can be submtted within 90 days
of publication. After such tinme, FDA intends to i ssue a proposal
to codify the changes in premarket notification requirenents for
class | devices required by the statute.

By January 21, 1998, FDA published a notice exenpting
specified class Il devices fromthe requirenents of section
510(k) of the act. These class Il devices are exenpt from 510(k)
requi renents as of the date of publication in the Federal
Regi ster. Comments on the exenption of class Il devices can be
submtted within 90 days of publication. Interested persons nmay
petition FDA to exenpt additional class Il devices from premarket
notification requirenents. As provided in section 206, FDA w ||
take final action on any such petition within 180 days. |[|f FDA
fails to respond to such a petition within 180 days, the petition
is deened to be granted. By February 19, 1998, FDA will issue
gui dance for the subm ssion and review of such petitions.

Effective date (class Il exemptions): Date of publication of
Federal Regi ster notice.




Effective date (class | reservations/exemptions): February 19,
1998.

6. Eval uation of Autonmatic Class Il Designation [Section 207]

An applicant of a 510(k) who receives a Not substantially
Equivalent (NSE) determination placing the device into a
Class 111 category can request classification of the product
into Class | or I1l.

The request must be In writing and sent within 30 days from
the receipt of the NSE determination. In addition, the
request shall include a description of the device, reasons
for the recommended classification (into Class I or 11), and
information to support the recommendation. Within 60 days
from the date the written request is submitted to FDA, the
Agency must classify the device by written order.

IT FDA classifies the device into Class | or 11, the
applicant has then received clearance to market the device.
This device can be used as a predicate device for other
510(k)"s.

However, 1f FDA determines that the device will remain iIn
the Class 111 category, the device cannot be marketed until
the applicant has obtained an approved PMA or an approved
IDE.

Within 30 days of notifying the applicant of the
determination, FDA will announce the final classification in
the Federal Register.

Qui dance

FDA expects this "de novo" classification process to apply
to low risk devices automatically classified through section

510(k) of the statute into class IlIl because no predicate device
exists. This process does not apply to devices that have been
classified by regulation into class IIl -- i.e., preanmendnent
class |1l devices, or class Ill devices for which a premarket

approval application or a reclassification petitionis
appropriate. By February 19, 1998, FDA wi Il publish gui dance
describing the information that should be submtted with the
request to support the recomended cl assification. The guidance
will also identify standard operating procedures for how FDA wi ||

10



process such subm ssi ons.

Manuf acturers that have reclassification petitions pending
for postanmendnent class |1l devices that were found not
substantially equival ent through the 510(k) process are
encouraged to call the review ng division to discuss whet her
their petition should be converted to a subm ssion pursuant to
this section of the new | aw.

Effective date: February 19, 1998.

7. Devi ce Standards [ Section 204]

This section adds a system for recognizing national and
international standards in product reviews. FDA may,
through publication in the Federal Register, recognize all
or part of an appropriate standard established by a
nationally or internationally recognized standards
development organization.

A person may reference the recognized standard in a
Declaration of Conformity, which can be used to satisfy a
premarket submission requirement [PMA or 510(k)] or other
requirement under the Act to which such a standard applies.
FDA can request supportive data. FDA may reject the
declaration 1Tt information supplied does not demonstrate
that the device conforms to the standard, or i1If the standard
is 1napplicable.

FDA may withdraw such recognition of a standard, through
publication of a notice in the Federal Register, i1f the
Agency determines that the standard i1s no longer appropriate
for meeting a requirement.

FDA may take action against a firm if information in the
Declaration of Conformity is falsified, or for failure or
refusal to provide data or information requested by FDA.

Qui dance

FDA has already stated its intent to recognize the
I nternational Electrotechnical Comm ssion (IEC) 60601 series of
standards to address many aspects of safety conmon to el ectrical
medi cal devices. In accordance with section 204 of the new | aw,
FDA expects to publish its first list of recognized standards by
February 19, 1998. After that date, FDA will provide for

11



updating the lists of recogni zed standards -- i.e., to add new
standards, renove obsol ete standards, or identify revised
standards, in accordance with procedures to be established. For
each recogni zed standard, FDA will identify types of devices
covered by the standard where review requirenments can be
satisfied by an applicant's declaration of conformty to the
standard. By February 19, 1998, FDA will al so i ssue gui dance on
what constitutes an acceptable declaration of conformty as well
as the types of circunstances under which FDA is likely to
request the data or information underlying the declaration.

Because of the integral relationship between this provision
and FDA' s proposed new 510(k) paradigmunder the Center's
reengi neering program FDA will also issue final guidance on the
new 510( k) paradi gm by February 19, 1998. The new 510(k)
paradi gm provides for, in part, a greatly stream ined 510(k)
subm ssi on based on a manufacturer's declaration of conformty to
appl i cabl e recogni zed st andar ds.

Effective date: February 19, 1998.

8. Scope of Review Labeling ains for 510(k)'s [ Section
205(b) ]

This section requires that determination of intended use of
the device be based on the proposed labeling submitted in
the 510(k). In making the SE determination, however, the
Director of the Office of Device Evaluation (ODE) may
determine that there i1s a reasonable likelihood that the
device will be used for an intended use not identified In
the labeling that could cause harm. In such cases, the
Director shall communicate FDA"s concerns to the 510(k)
applicant in writing within 10 days of making the
determination, and require a statement in the labeling
specifying limitations on uses of the device.

The device will be found SE; but, i1ts labeling must conform
to the limitations specified by FDA. Responsibility for
making such labeling determinations cannot be delegated
below the Director of ODE.

Qui dance

By February 19, 1998, FDA will devel op internal procedures
for reviewers of 510(k) subm ssions that prescribe howto alert
the Director, Ofice of Device Evaluation, that they believe
there is a reasonable likelihood that the device wll be used for
an intended use not identified in proposed | abeling and that such
use could cause harm By February 19, 1998, FDA will al so
devel op procedures for the pronpt notification of applicants when

12



such circunstances have been identified, and for consultation
bet ween FDA and the applicant on this issue.

Effective date: February 19, 1998.

9. Certainty of Review Tinefranmes [ Section 209]

The law now clearly directs FDA to review premarket

notifications and make a determination not later than 90

days after receiving the report.

Qui dance

This provision codifies FDA's goal to conplete the review of
510(k)'s with 90 days. FDA will continue to pursue initiatives
to streanline the review process for 510(k)'s and to reduce the
tinme it takes to process these subm ssions.

Effective date: February 19, 1998.
Tracking, Postmarket Surveillance, Dispute Resolution

10. Device Tracking [Section 211]

The tracking requirement has been changed to allow FDA to
order that certain devices are to be tracked but to delete
any automatic requirements to track devices unless there is
such an order. The FDA may now order manufacturers of
certain types of Class Il or Class 111 devices to initiate a
program to track their medical devices down to the patient
level. The i1llustrative list that has been published i1in 21
CFR 821 will be replaced with a list of products that FDA
has ordered to be tracked.

The types of device subject to a tracking order may include
any Class 11 or Class 111 device:

* the fairlure of which would be reasonably likely to have
serious adverse health consequences, or

* which 1s Intended to be implanted 1n the human body for
more than one year, or

* which 1s intended to be a life sustaining or life
supporting device used outside a device user fTacility.

The Act adds an important new right for patients receiving a

13



tracked device. Patients receiving a device subject to
tracking will be able to refuse to release, or refuse
permission to release, their name, address, social security
number, or other identifying information for the purpose of
tracking.

Qui dance

FDA hel d an open public neeting on January 15, 1998 to
solicit input on changes to the nedical device tracking
authority. Specifically, FDA solicited corment on additional
criteria that may be useful to FDA to determ ne whether tracking
shoul d be ordered for those devices that satisfy the basic
statutory requirenents for discretionary tracking under section
519(e) of the Act.

By February 19, 1998, FDA intends to publish a revised |ist
of devices subject to tracking. Until such list is published,
manuf acturers shoul d continue to track devices that are currently
subj ect to mandatory tracking under the 1990 | aw.

Effective date: February 19, 1998

11. Postmarket Surveillance [Section 212]

Manufacturers will no longer be automatically required to
conduct postmarket surveillance studies for particular
devices. Rather, FDA may order such studies to be conducted
for certain Class Il and Class 11l devices. FDA can now
order postmarket surveillance for any Class Il and Class 111
device:

* the fairlure of which would be reasonably likely to have
serious adverse health consequences, or

* which i1s Intended to be implanted 1n the human body for
more than one year, or

* which i1s Intended to be a life sustaining or life supporting
device used outside a device user facility.

Manufacturers must, within 30 days of receiving an order to
conduct a postmarket surveillance study from FDA, submit,
for approval, a plan for the required surveillance. The FDA
may order a study for up to 36 months. Any longer period
has to be mutually agreed upon by the manufacturer and FDA.
IT no agreement on a longer time period can be reached, then

14



a dispute resolution process i1s to be followed.

After receiving the manufacturer®s proposed plan, FDA has 60
days to determine 1f the person designated to conduct the
surveillance is qualified and experienced, and 1If the plan
will collect useful data that can reveal unforeseen adverse
events or other information necessary to protect the public
health.

Qui dance

FDA' s open public neeting on January 15, 1998 also solicited
comment on additional criteria that may be useful to FDA to
det erm ne whet her postmarket surveillance should be required for
t hose devices that satisfy the basic statutory requirenments for
the Agency to order postmarket surveillance under section 522 of
t he Act.

By February 19, 1998, FDA will identify devices currently

subj ect to postmarket surveillance orders that will remain
subj ect to postmarket surveillance under section 522 of the Act.

By February 19, 1998, FDA will also identify any devices that
were previously subject to postmarket surveillance orders under
section 522 of the act, but for which such surveillance will no
| onger be required. Until then, previous postmarket surveill ance
requi renents renmain in effect.

Because the need for postmarket surveillance is triggered by
FDA's need for data about unforeseen adverse events or other
i nformati on necessary to protect the public health, manufacturers
shoul d expect this list of devices to change over tine;
addi tional devices should be expected to be made subject to
post mar ket surveillance in the future. FDA will continue its
current practice of issuing orders via letter to manufacturers
responsi bl e for conducting postmarket surveillance under section
522 of the Act.

Effective date: February 19, 1998.

12. Dispute Resolution [Section 404]

This requires the FDA to establish, by regulation, a process
under which a sponsor, applicant, or manufacturer may
request a review of a significant scientific controversy,

15



when no other provision of the FD&C Act or regulation

provides for such a review. This process will include
review by an appropriate scientific panel or advisory

committee.

Qui dance

To assi st industry in understanding the broad array of
pat hways that currently exist for appealing decisions or for
addressing grievances, FDA is devel oping a reference docunent
entitled, "Medical Device Appeals and Conplaints: A Handbook on
Di spute Resolution." By February 19, 1998, this handbook will be
avai l able electronically via FDA's web site or in hard copy from
the Division of Small Manufacturer's Assistance.

In addition, by Novenber 21, 1998, CDRH intends to charter a
panel to review scientific controversies for which no procedures
for review currently exist and to review agency orders for
post mar ket surveillance studies of |onger than 36 nonths when FDA
and the manufacturer do not agree on the study duration.

Mor eover, in accordance with ' 515(g)(2)(B), the panel will also
be responsible for reviewing petitions that chall enge a PVA
approval /denial. While the goal of the panel will be to resolve
di sputes in as tinely a manner as possible, manufacturers need to
be cogni zant of the lead-tine that will be required to convene
such a panel and to publish a notice of panel neeting.

Accordi ngly, manufacturers may want to pursue alternative review
mechani snms for dispute resol ution

Effective date: Novenber 21, 1998
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Summary of | nplenmentation "Deliverabl es”

By January 20, 1998 (60 days foll ow ng enactnent)

Public Meeting on Tracking & Postmarket Surveillance
(1/15/98)

List of Cass | Exenptions/Reservations (FR notice)

List of Cass Il Exenptions (FR notice)

By February 19, 1998 (Effective Date of New Law)

*

*

*

Li st of Recogni zed St andards

Tracki ng Notice

Post mar ket Surveillance Notice

Gui dance to I nplenment H ghest Priority Provisions
-- Early Col | aboration Meetings

-- Interactive Process for PVMA Reviews

-- Content Requirenments for 30-Day Manufacturing Change
Not i ces

-- Procedures for the Submni ssion and Review of C ass ||
Exenption Petitions

-- Content Requirenents for "De Novo" Cassification
Request s

-- Procedures for Declaration of Conformty to
St andar ds

-- Standard Operating Procedures for Scope of Review
Labeling Cainms for 510(k)'s

-- Handbook on Existing Appeal Mechani sns
Gui dance on New 510( k) Paradi gm
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