§5.21

that a proposed or final rule, if issued,
will not have a significant economic
impact on a substantial number of
small entities. The SACPPL and the
ACP may further redelegate this au-
thority.

(g) The following officials are author-
ized to perform all the functions of the
officials under them in their respective
offices and they may not further re-
delegate this authority:

(1) Senior Associate Commissioner;

(2) Deputy Commissioner for Inter-
national and Constituent Relations;

(3) Senior Associate Commissioner
for Management and Systems; or

(4) Senior Associate Commissioner
for Policy, Planning, and Legislation.

(h)(1) The Chief Mediator and Om-
budsman and the Deputy Chief Medi-
ator and Ombudsman are authorized to
act upon requests for reconsideration
of any user fee decisions under section
735 of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 379h)
made by such officers and the former
Deputy User Fee Waiver Officer prior
to July 1, 1999. These officials may not
further redelegate this authority. (See
subpart C, §5.108 for the user fee-re-
lated redelegation to officials within
the Center for Drug Evaluation and Re-
search.)

(2) The Senior Associate Commis-
sioner for Management and Systems
and the Director, Office of Financial
Management, are authorized to per-
form the functions of the Commis-
sioner under section 736(d)(1)(c) of the
act (21 U.S.C. 379h(d)(1)(C)), as amend-
ed, to waive or reduce prescription
drug user fees in situation where he or
she finds that ‘“‘the fees will exceed the
anticipated present and future costs.”
These officials may not further redele-
gate this authority.

(3) The Deputy Commissioner, or in
the event of a vacancy in that position,
the Senior Associate Commissioner,
Office of the Commissioner, is des-
ignated as the User Fee Appeals Offi-
cer. The User Fee Appeals Officer is au-
thorized to hear and decide user fee
waiver appeals. The decision of the
User Fee Appeals Officer will con-
stitute final agency action on such
matters. The User Fee Appeals Officer
may not further redelegate this au-
thority.
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(i) The Senior Associate Commis-
sioner for Management and Systems is
authorized to perform all of the admin-
istrative authorities (i.e., financial,
personnel, facilities management,
property management, etc.) of the
Commissioner. These authorities may
be further redelegated, except when
specifically prohibited.

(J) Unless specifically noted, the per-
sons to whom the Commissioner has
delegated authority in subparts B
through L of this part may not further
redelegate that authority.

§5.21 Emergency functions.

(a) Each Regional Food and Drug Di-
rector is authorized, during any period
when normal channels of direction are
disrupted between the Food and Drug
Administration headquarters and his
or her region to:

(1) Fully represent the Food and
Drug Administration within his or her
region in cooperation with the Depart-
ment of Health and Human Services re-
gional emergency plans, and

(2) Exercise the authority of the
Commissioner of Food and Drugs for
supervision of and direction to all Food
and Drug Administration activities and
use of resources within his or her re-
gion for continuity and for Federal
Emergency Health Service operations.

(b) These same officials are author-
ized to provide in Regional Emergency
Plans for the delegation of Food and
Drug Administration regional authori-
ties to heads of field activities when
such activities are cut off from na-
tional and regional headquarters.
These officials may not further redele-
gate this authority.

§5.22 Certification of true copies and
use of Department seal.

(a) The following officials are author-
ized to certify true copies of, or ex-
tracts from, any books, records, papers,
or other documents on file within the
Food and Drug Administration, to cer-
tify that copies are true copies of the
entire file, to certify the complete
original record, or to certify the non-
existence of records on file within the
Food and Drug Administration, and to
cause the seal of the Department to be
affixed to such certifications:



