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Dockets Management Branch (HF A-305)
Food and Drug Administration

5630 Fishers Lane, rm. 1061

Rockville, MD 20852

Reference: Docket No. 98N-0331

UL has reviewed the July 18, 2000 Federal Register Notice published at 65 FR 44540 (and
the related Draft Guidance) and offers the following comments. For brevity and clarity the
term Accredited Person is abbreviated as AP.

1. 65 FR 44541, middle column: Draft Guidance, page 6 --

1.1 An AP can only review a Class II device under the new pilot program if the AP
applies to the Third Party Review Board for inclusion of these devices on the AP's
device list (per draft guidance page 19). There is no express requirement that the AP
must perform a prior review of a "same or similar medical specialty area" in order to
include a device on the AP's device list. However, item 1) on draft guidance page 6
requires an AP to perform a prior review in a "same or similar medical specialty area"
before undertaking a review under the new pilot program. We question how an AP
can request inclusion of a device on its device list when it may not have performed a
prior review in a "same or similar medical specialty area"; and conversely we
question how an AP can be required to perform a prior review in a "same or similar
medical specialty area" when the AP's device list includes the device. A
manufacturer will be misled when it consults the database to determine whether an
AP is eligible to review a device when in fact the AP may not review the device even
though it appears on the AP's list of eligible devices.

1.2 Under the current program and under the new pilot program an AP must have FDA
training in the administrative conduct of a review, and staff performing the review
must have competence in the technologies involved regardless of the device Class and
availability of guidance. It appears the intent of item 1) on draft guidance page 6 is to
ensure that an AP undertaking a review under the new pilot program has the
competence and experience to review the 510(k) and perform the administrative
functions. The criteria of having the AP completing a prior review in a "same or
similar medical specialty area" may restrict an AP from performing a review even
though it has appropriate competence and experience. In order to allow greater
flexibility, we suggest that additional options be included in item 1) whereby an AP
may contact CDRH for authorization to perform the review.
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1.3 An Accredited Person must ensure that staff performing reviews are qualified and
ensure that supervisory control over the 510(k) program is exercised. The means by
which an Accredited Person accomplishes these must be acceptable to the FDA for
delineating the conduct of reviews of Class Il devices without specific gnidance (draft
guidance page 19).

1.4 The conduct of such reviews will necessarily involve coordination between the
Accredited Person and the FDA not only during the initial review phases but also
throughout the review. Therefore, the identification of pertinent issues and review
criteria will evolve during the review, and documentation of such discussions should
be submitted to FDA as intended by the draft guidance page 16 item 3.

1.5 In view of the above, we suggest that the criteria of draft guidance page 6 items 1), 2)
and 3) be revised, and the paragraph after item 3) be revised. Following are revision
suggestions with old text lined out and new text underlined.

FDA now intends to encourage more widespread use of the third party program
by accepting reviews from Accredited Persons of devices for which there is no
device-specific review guidance under the following circumstances. An
Accredited Person may review a Class II device that does not have device-specific
guidance if:

1) The Accredited Person has previously completed three successful 510(k)
reviews under-the-third-party-program of Class Il devices with specific
guidance or Class I devices. This should include at least one 510(k)
review that was in the same or similar medical specialty area as the device
the Accredited Person now intends to review, or the Accredited Person
should make a case to the appropriate CDRH ODE Branch Chief for

authonzatlon to undertake the review. ¥he—pner—51—9(k)+ewews—em+—be—fef

2) The Accredited Person Contacts the appropriate CDRH Office of Device
Evaluation (ODE) Branch Chief (or designee) before initiating a 510(k)
review for a Class II device that does not have a device-specific guidance
to confirm that the Accredited Person meets the criteria in paragraph 1
above for review and to identify pertinent issues and review criteria
related to this type of device; and

3) The Accredited Person prepares a summary documentmg the ODE
discussions and-sub i : S E of the
pertinent issues and review cntena that develop dun ng Ihe review, and
submits the summary to ODE with the final submittal materials.




09/12/00 09:30 ¥y : igoeas00s

September 29, 2000
Docket No. 98N-0331
Page 3

The dissussion-and summary would not be bmdmg on the agency or the

Accredited Person. The pre-submission-diseussions-and-the creation of a record
of these-discussions by the Accredited Person documenting the rationale and
development of review criteria will help FDA ensure the consistency and
timeliness that-can-be-provided-by-device-specifie-guidanees of such reviews. In
addition, the FDA may utilize such documentation to ensure consistency in its
own interactions with different Accredited Persons and regular submitters.
Moreover, the record of these-diseussiens review criteria development will help
FDA determine whether there is a need to issue device-specific guidance and
could facilitate future development of those documents.

2. Draft Guidance, page 16, item 3 -- With reference 10 our comments under 1.2 and 1.4
above, we suggest that item 3 be revised to state:

3. If the Accredited Person is reviewing a product that is not the subject of
devnce-speclﬁc guldance they should submlt a sta&emeﬂt-t:hat—fhe—z%eefedﬁeé

summary of the pre-submissien-diseussion discussion(s) that occurred with the
appropriate branch chief or designee, including statements supporting
eligibility to perform the review by confirming that the Accredited Person had

previocusly completed three successful 510(k) reviews of Class I devices with

specific guidance or Class I devices, and either (a) identify a 510(k) review
that was in the same or similar medical specialty area, or (b) restate the case
made to the CDRH ODE Branch Chief with a copy of the ODE authorization

to undertake the review.

UL appreciates the opportunity to review and comment on the Draft Guidance, and we look
forward to helping make the new pilot program successful. We hope you find our comments

helpful.
- Respectfully, ' " Reviewed by:
Kent Donohue . Gary Schrempp
Senior Staff Engineer Global Program Manager - Medical

Conformity Assessment Services
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About UL

Founded in 1894, UL is an independent, not-for-profit organization dedicated to testing for
public safety. UL and its subsidiaries operate facilities throughout the world for the testing,
certification and quality assessment of products, systems and services. With an unwavering
commitment to public safety and societal well-being, UL provides the highest level of
conformity assessment services to its global clients.

UL is managed by three key groups: its Board of Trustees, Officers and Corporate Members.
The Trustees are elected by the Corporate Members and are associated with one of the
following categories; insurance industry, consumer interest, government body or agency,
education, safety experts, standardization experts, public utility and at-large.

The Corporate Members are proven leaders representing interests other than those of
manufacturers and vendors that-are connected with the safety of products. They support and
promote public safety by contributing their knowledge and expertise in business, education,
government, consumer concerns, standardization, safety and utility operations to UL
management and the Board of Trustees.




