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§3.5

agency will assign the combination
product to the agency component that
regulates other combination products
that present similar questions of safety
and effectiveness with regard to the
combination product as a whole. When
there are no other combination prod-
ucts that present similar questions of
safety and effectiveness with regard to
the combination product as a whole,
the agency will assign the combination
product to the agency component with
the most expertise related to the most
significant safety and effectiveness
questions presented by the combina-
tion product.

(c) The designation of one agency
component as having primary jurisdic-
tion for the premarket review and reg-
ulation of a combination product does
not preclude consultations by that
component with other agency compo-
nents or, in appropriate cases, the re-
quirement by FDA of separate applica-
tions.

[566 FR 58756, Nov. 21, 1991, as amended at 70
FR 49861, Aug. 25, 2005]

§3.5 Procedures for identifying the
designated agency component.

(a)(1) The Center for Biologics Eval-
uation and Research, the Center for
Devices and Radiological Health, and
the Center for Drug Evaluation and Re-
search have entered into agreements
clarifying product jurisdictional issues.
These guidance documents are on dis-
play in the Division of Dockets Man-
agement (HFA-305), Food and Drug Ad-
ministration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, and are enti-
tled “Intercenter Agreement Between
the Center for Drug Evaluation and Re-
search and the Center for Devices and
Radiological Health;” “Intercenter
Agreement Between the Center for De-
vices and Radiological Health and the
Center for Biologics Evaluation and
Research;” “Intercenter Agreement Be-
tween the Center for Drug Evaluation
and Research and the Center for Bio-
logics Evaluation and Research.” The
availability of any amendments to
these intercenter agreements will be
announced by FEDERAL REGISTER no-
tice.

(2) These guidance documents de-
scribe the allocation of responsibility
for categories of products or specific

58

21 CFR Ch. | (4-1-11 Edition)

products. These intercenter agree-
ments, and any amendments thereto,
are nonbinding determinations de-
signed to provide useful guidance to
the public.

(3) The sponsor of a premarket appli-
cation or required investigational fil-
ing for a combination or other product
covered by these guidance documents
may contact the designated agency
component identified in the inter-
center agreement before submitting an
application of premarket review or to
confirm coverage and to discuss the ap-
plication process.

(b) For a combination product not
covered by a guidance document or for
a product where the agency component
with primary jurisdiction is unclear or
in dispute, the sponsor of an applica-
tion for premarket review should fol-
low the procedures set forth in §3.7 to
request a designation of the agency
component with primary jurisdiction
before submitting the application.

[66 FR 587566, Nov. 21, 1991, as amended at 68
FR 24879, May 9, 2003]

§3.6 Product jurisdiction officer.

The Office of Combination Products
(Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 32, rm. 5129,
Silver Spring, MD 20993-0002, 301-796—
8930,, e-mail: combination@fda.gov, is
the designated product jurisdiction of-
ficer.

[68 FR 37077, June 23, 2003, as amended at 71
FR 16033, Mar. 30, 2006; 75 FR 13678, Mar. 23,
2010]

§3.7 Request for designation.

(a) Who should file: the sponsor of:

(1) Any combination product the
sponsor believes is not covered by an
intercenter agreement; or

(2) Any product where the agency
component with primary jurisdiction is
unclear or in dispute.

(b) When to file: a sponsor should file
a request for designation before filing
any application for premarket review,
whether an application for marketing
approval or a required investigational
notice. Sponsors are encouraged to file
a request for designation as soon as
there is sufficient information for the
agency to make a determination.
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