Food and Drug Administration, HHS

Directors, ODE, CDRH, and the Divi-
sion Directors, ODE, CDRH.

(ii) The Director and Deputy Direc-
tor, CBER, and the Director and Dep-
uty Director, Office of Biological Prod-
uct Review, CBER.

(2) For medical devices assigned to
their respective division, the Division
Directors, Office of Device Evaluation,
CDRH, are authorized to approve, dis-
approve, or withdraw approval of sup-
plemental premarket applications.

(c) The Director and Deputy Direc-
tors, CDRH, for medical devices as-
signed to their organization, are au-
thorized to issue notices to announce
the approval, disapproval, or with-
drawal of approval of a device, and to
make publicly available a detailed
summary of the information on which
the decision was based, under sections
515(d), (e), and (g) and 520(h)(1) of the
act.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 49 FR 21708, May 23,
1984; 50 FR 9424, Mar. 8, 1985; 54 FR 8317, Feb.
28, 1989; 62 FR 67271, Dec. 24, 1997; 63 FR 27207,
May 18, 1998]

§5.54 Determinations that medical de-
vices present unreasonable risk of
substantial harm.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to deter-
mine that medical devices present an
unreasonable risk of substantial harm
to the public health, and to order ade-
quate notification thereof, under sec-
tion 518(a) of the Federal Food, Drug,
and Cosmetic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH), and the Direc-
tor and Deputy Director, Office of Com-
pliance, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
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Director and Deputy Director, Office of
Compliance, CDER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 57 FR 40316, Sept. 3,
1992; 62 FR 2556, Jan. 17, 1997; 62 FR 67272,
Dec. 24, 1997]

§5.55 Orders to repair or replace, or
make refunds for, medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to order re-
pair or replacement of, or refund for,
medical devices under section 518 (b)
and (c) of the Federal Food, Drug, and
Cosmetic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH), and the Direc-
tor and Deputy Director, Office of Com-
pliance, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.

[48 FR 56948, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 57 FR 40317, Sept. 3,
1992; 62 FR 2556, Jan. 17, 1997; 62 FR 67272,
Dec. 24, 1997]

§5.56 Recall authority.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to perform
all of the recall functions under section
518(e) of the Federal Food, Drug, and
Cosmetic Act, which have been dele-
gated to the Commissioner of Food and
Drugs:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radio-
logical Health (CDRH).

(b) The Director and Deputy Direc-
tor, Office of Compliance, CDRH.

(¢c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.



