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US Legisiation

Section 207 - Requirements

Section 207, also known as de novo classification, provides a way for the FDA to establish a Class I

or Class I designation for low-risk devices, even though no predicate is available. Recognising that
it is not productive to require PMAs for simple, low-risk devices, the FDA has designated its
conformity with Section 207 as a priority? and published a guidance document on 19 February
1998 on the subject for CDRH staff and manufacturers entitled New Section 513(f)(2) — Evaluation of

Automatic Class III Designation, Guidance for Industry and CDRH Staffi®. The guidance is intended as -

a reference to outline the process and timelines for reviewing submissions under this section. As
stated in the guidance, ‘[this] section was not intended to significantly increase the number of not

‘substantially equivalent determinations or to otherwise alter the 510(k) provisions of the Act or

CDRH's approach to the 510(k) classification process’iL.

As stated above, this law imposes a very tight timeline on the FDA regarding Section 207
submissions. Under this provision, an applicant who submits a 510(k) and then receives an NSE
determination, placing the device into Class 111, may request (in writing) within 30 days that a
risk-based classification determination be made by the FDA. The request must include a
description of the device, detailed information and reasons for the recommended
reclassification. The FDA will then classify the device based on Section 513(a)(1) of the FFDCA.
This section lays out the criteria used to reclassify devices. Within 60 days from the date the
request is submitted, the FDA is required to classify the device into one of the three statutory
classes by written order?2. -

Within 30 days of notifying the applicant that the device has been classified into Class I or
Class 11, the FDA will announce the final classification in the Federal Register. If the FDA reclassifies
the device into Class I or Class II, this device can then be used as a predicate device for future

510(k) submissions. If the FDA determines that the device will remain in Class 111, the device may
not be distributed until the manufacturer has received approval of a PMA application or an |

investigational device exemption (IDE)3.

The de novo 510(k} process

If a company is considering utilising the de novo 510(k) process for a device, it may have some
questions about how the process works. Common questions and their responses are outlined below:

Who should submit a request for evaluation of automatic

Class lll designation?

If a company has received a NSE determination in response to a 510(k) submission, and it believes
its device to be low risk, it is eligible to request an evaluation of the automatic Class Il designation.
Note that if the device has already been classified as Class 111 (if, for example, there are similar devices with

approved PMAs), it is not eligible for this process. If 30 days have expired, submission of a new 510(k) .
is required. In addition, if the NSE determination indicates that significant information is lacking

from the 510(k} in order to evaluate the classification of the device, submission of a new 510(k) may
be necessary before submitting a request!.

How can a company estimate the chances of success?
This will, of course, depend on a number of factors, including the device itself, the available data,

special controls available, etc. However, there are several measures to help evaluate the chances

for success.

First, in many cases, the manufacturer may consider pursuing the de novo 510(k) process for |
a particular device prior to submitting the initial 510(k). In these situations, it may be advisable to .
consult with the FDA to determine the potential for the device to be classified as Class 1 or I prior |
to preparation and submission of the 510(k), in order to avoid expending resources unnecessarily. |
Second, according to the guidance document, CDRH staff should specify in the NSE
determination whether the device is a likely candidate for the de novo 510(k) process, or whether

premarket approval will be required’®.

What information must be included in the 510(k} and the
request?

The 510(k) should contain the information normally submitted in a 510(k). CDRH will review all
aspects of the 510(k) submission and will address significantly lacking information either through -

deficiency letters/responses during the review process, or outline them in the NSE determination,

in which case the company would submit a revised 510(k). Any additional information required .
for the FDA's evaluation of the device classification may then be submitted in the request for :

evaluation.
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The guidance document specifies the following information to include in the request for
Evaluation of Automatic Class 1l Designationé:

* a coversheet clearly identifying the submission as ‘Request for Evaluation of Automatic
Class III Designation” under 513(f)(2);

e the 510(k) number under which the device was found not substantially equivalent;

¢ a statement of cross reference to the information contained in the 510(k);

* the classification being recommended under Section 513 of the Act;

* a discussion of the potential benefits of the device when compared with the potential
or anticipated risks when the device is used as intended;

* a complete discussion of the proposed general and/or special controls to ensure
reasonable assurance of the safety and effectiveness of the device, including whether the
product should be exempt from premarket review under Section 510(k), whether design
controls should be applicable, and what special controls would allow the agency to
conclude the device was reasonably likely to be safe and effective for its intended use; and

* any clinical or preclinical data not included in the 510(k) that are relevant to the request.

The FDA advises that human clinical data, though not required, ‘will be especially useful to the
agency in determining if and which general and special controls will be necessary to provide
reasonable assurance of safety and effectiveness’?”.

How does CDRH evaluate a request during the 60-day review
process?
The FDA will consider all data and information submitted in the 510(k) application and the request
in evaluating the device’s classification. It may identify and request additional information during
the review process, as well. Nofe that if additional information is not received from the sponsor within 30
days, the device will remain in Class III. Reviewers will apply the criteria for device classification
outlined in Section 513 of the FFDCA (21 U.S.C. §360c)18.

The FDA may also consull an advisory panel to assist in evaluation of the device
classification. If CDRH determines that a panel may be required, arrangements will be made as
soon as possible during the review?!?.

When can | market the device?

If a device is reclassified into Class I or 11 through the de novo 510(k) process, it may be marketed
when the FDA has issued a written classification determination order, subject to other applicable
regulations. If the device remains Class 111, it will require premarket approval or a completed
product development protocol (PDP) before marketing. Filing a reclassification petition is also
an option.

Devices reclassified by the de novo 51 O{k} process

The first device to be cleared by the de novo 510(k) process was the Dynamic Orthotic Cranioplasty
Band (DOC™ Band). The sponsor submitted a 510(k) application, which was determined NSE. The
company appealed and the submission was reopened, but again determined NSE because CDRH
ruledthat the device had a new intended use. Despite advice from the FDA that its concerns would
‘make the de novofpmcess difficult, the company submitted a request for evaluation. The review
process moved quickly, as outlined in the regulations, with the FDA requesting additional
mformation several times. CDRH issued an order reclassifying the device as Class Il and outlined
the special controls required to assuage the FDDA’s concerns; these included prescription use,
biocompatibility testing, and specific labeling instructions2021, '

Although this device set the precedent for de novo classification, the process has had
variations for other devices cleared in this manner. For example, Panbio Limited initiated the PMA
process for its Class I1I West Nile Virus Assay, but CDRH recommended the de novo 510(k) process
because of significant existing data on the device?2. Spectral Diagnostics’ Endotoxin Assay was
cleared by this process, accompanied by a guidance document developed by the FDA outlining the
special controls for this and future cendotoxin assays3.24,

As of mid-February 2004, 20 devices have been listed in the FDA's premarket notification
database as having been reclassified from Class 11 to Class 11 through the de novo 510(k) process.
The majority are diagnostics. These devices may now be used as predicates by similar devices
seeking clearance by CDRH. Table 1 lists these devices, their generic class and indications for use.

A number of petitions have also been denied and the products in question have remained
Class 11125,
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