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§10.24

30 business days from issuance and
serve as the final agency decision un-
less:

(1) Within 30 business days of
issuance, reconsideration occurs under
§10.24; or

(2) Within 30 business days of
issuance, the Secretary makes a deter-
mination that the Secretary will re-
view the decision.

(d) The OPA Director will determine
any necessary corrective action or con-
sider whether to take enforcement ac-
tion, and the form of any such action,
based on the final agency decision.

§10.24 340B ADR Panel decision re-
consideration process.

(a) Either party may initiate a recon-
sideration request, or the HRSA Ad-
ministrator may decide to initiate the
process without such a request. In the
event of a reconsideration request, the
340B ADR Panel’s decision is held in
abeyance until such time the HRSA
Administrator makes a reconsideration
decision of the 340B ADR Panel deci-
sion (or in the event of a declination).
A reconsideration decision will affirm
or supersede a 340B ADR Panel deci-
sion.

(b) The request for a reconsideration
of the 340B ADR Panel’s decision must
be made to the HRSA Administrator
within 30 business days of the date of
the 340B ADR Panel’s decision letter.

(1) The request for reconsideration
must include a copy of the 340B ADR
Panel decision letter, and documenta-
tion indicating why a reconsideration
is warranted.

(2) New facts, information, legal ar-
guments, or policy arguments may not
be submitted as part of the reconsider-
ation process in order to remain con-
sistent with the facts that were re-
viewed by the 340B ADR Panel in deter-
mining their decision.

(3) In the case of joint or consoli-
dated claims, the reconsideration re-
quest must include an attestation con-
firming that all of the entities have
agreed to be part of the reconsideration
process.

(c) The standard for review of the re-
consideration request by the HRSA Ad-
ministrator, or their designee, will in-
clude a review of the record, including
the 340B ADR Panel decision, and a de-
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termination of whether there was an
error in the 340B ADR Panel’s decision.
The HRSA Administrator, or designee,
may consult with other HHS officials,
as necessary.

(d) The HRSA Administrator, or
their designee, will make a determina-
tion based on the reconsideration re-
quest by either issuing a revised deci-
sion or declining to issue a revised de-
cision.

(e) The reconsideration decision let-
ter will be effective 30 business days
from issuance and serve as the final
agency decision unless within 30 busi-
ness days of issuance, the Secretary
makes a determination that the Sec-
retary will review the decision. The
final agency decision will be binding
upon the parties involved in the dis-
pute unless invalidated by an order of a
Federal court.

(f) The OPA Director will determine
any necessary corrective action, or
consider whether to take enforcement
action, and the form of any such ac-
tion, based on the final agency deci-
sion.

§10.25 Severability.

If any provision of this subpart is
held to be invalid or unenforceable by
its terms, or as applied to any person
or circumstance, or stayed pending fur-
ther agency action, the provision shall
be construed so as to continue to give
the maximum effect to the provision
permitted by law, unless such holding
shall be one of utter invalidity or unen-
forceability, in which event the provi-
sion shall be severable from this part
and shall not affect the remainder
thereof.
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