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(1) The provision and receipt of transaction 
history under this section. 

(2) The requirements set forth for returns 
under subsections (b)(4)(E), (c)(1)(B)(i), 
(d)(1)(C)(i), and (e)(4)(E). 

(3) The requirements set forth under sub-
paragraphs (A)(v)(II) and (D) of subsection 
(c)(1), as applied to lot level information only. 

(l) Rule of construction 

The requirements set forth in subsections 
(g)(4), (i), and (j) shall not be construed as a con-
dition, prohibition, or precedent for precluding 
or delaying the provisions becoming effective 
pursuant to subsection (g). 

(m) Requests for information 

On the date that is 10 years after November 27, 
2013, the timeline for responses to requests for 
information from the Secretary, or other appro-
priate Federal or State official, as applicable, 
under subsections (b)(1)(B), (c)(1)(C), and 
(e)(1)(C) shall be not later than 24 hours after re-
ceiving the request from the Secretary or other 
appropriate Federal or State official, as applica-
ble, or in such other reasonable time as deter-
mined by the Secretary based on the cir-
cumstances of the request. 

(June 25, 1938, ch. 675, § 582, as added and amend-
ed Pub. L. 113–54, title II, §§ 202, 203, Nov. 27, 2013, 
127 Stat. 605, 623.)

Editorial Notes 

AMENDMENTS 

2013—Subsecs. (g) to (m). Pub. L. 113–54, § 203, added 

subsecs. (g) to (m). 

§ 360eee–2. National standards for prescription 
drug wholesale distributors 

(a) In general 

The Secretary shall, not later than 2 years 
after November 27, 2013, establish by regulation 
standards for the licensing of persons under sec-
tion 353(e)(1) of this title, including the revoca-
tion, reissuance, and renewal of such license. 

(b) Content 

For the purpose of ensuring uniformity with 
respect to standards set forth in this section, 
the standards established under subsection (a) 
shall apply to all State and Federal licenses de-
scribed under section 353(e)(1) of this title and 
shall include standards for the following: 

(1) The storage and handling of prescription 
drugs, including facility requirements. 

(2) The establishment and maintenance of 
records of the distributions of such drugs. 

(3) The furnishing of a bond or other equiva-
lent means of security, as follows: 

(A)(i) For the issuance or renewal of a 
wholesale distributor license, an applicant 
that is not a government owned and oper-
ated wholesale distributor shall submit a 
surety bond of $100,000 or other equivalent 
means of security acceptable to the State. 

(ii) For purposes of clause (i), the State or 
other applicable authority may accept a sur-
ety bond in the amount of $25,000 if the an-
nual gross receipts of the previous tax year 
for the wholesaler is $10,000,000 or less. 

(B) If a wholesale distributor can provide 
evidence that it possesses the required bond 
in a State, the requirement for a bond in an-
other State shall be waived.

(4) Mandatory background checks and 
fingerprinting of facility managers or des-
ignated representatives. 

(5) The establishment and implementation of 
qualifications for key personnel. 

(6) The mandatory physical inspection of 
any facility to be used in wholesale distribu-
tion within a reasonable time frame from the 
initial application of the facility and to be 
conducted by the licensing authority or by the 
State, consistent with subsection (c). 

(7) In accordance with subsection (d), the 
prohibition of certain persons from receiving 
or maintaining licensure for wholesale dis-
tribution. 

(c) Inspections 

To satisfy the inspection requirement under 
subsection (b)(6), the Federal or State licensing 
authority may conduct the inspection or may 
accept an inspection by the State in which the 
facility is located, or by a third-party accredita-
tion or inspection service approved by the Sec-
retary or the State licensing such wholesale dis-
tributor. 

(d) Prohibited persons 

The standards established under subsection (a) 
shall include requirements to prohibit a person 
from receiving or maintaining licensure for 
wholesale distribution if the person—

(1) has been convicted of any felony for con-
duct relating to wholesale distribution, any 
felony violation of subsection (i) or (k) of sec-
tion 331 of this title, or any felony violation of 
section 1365 of title 18 relating to product tam-
pering; or 

(2) has engaged in a pattern of violating the 
requirements of this section, or State require-
ments for licensure, that presents a threat of 
serious adverse health consequences or death 
to humans. 

(e) Requirements 

The Secretary, in promulgating any regula-
tion pursuant to this section, shall, notwith-
standing section 553 of title 5—

(1) issue a notice of proposed rulemaking 
that includes a copy of the proposed regula-
tion; 

(2) provide a period of not less than 60 days 
for comments on the proposed regulation; and 

(3) provide that the final regulation take ef-
fect on the date that is 2 years after the date 
such final regulation is published. 

(June 25, 1938, ch. 675, § 583, as added Pub. L. 
113–54, title II, § 204(a)(5), Nov. 27, 2013, 127 Stat. 
634.)

Statutory Notes and Related Subsidiaries 

EFFECTIVE DATE 

Section effective Jan. 1, 2015, see section 204(c) of 

Pub. L. 113–54, set out as an Effective Date of 2013 

Amendment note under section 353 of this title. 
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§ 360eee–3. National standards for third-party lo-
gistics providers 

(a) Requirements 

No third-party logistics provider in any State 
may conduct activities in any State unless each 
facility of such third-party logistics provider—

(1)(A) is licensed by the State from which 
the drug is distributed by the third-party lo-
gistics provider, in accordance with the regu-
lations promulgated under subsection (d); or 

(B) if the State from which the drug distrib-
uted by the third-party logistics provider has 
not established a licensure requirement, is li-
censed by the Secretary, in accordance with 
the regulations promulgated under subsection 
(d); and 

(2) if the drug is distributed interstate, is li-
censed by the State into which the drug is dis-
tributed by the third-party logistics provider 
if such State licenses third-party logistics pro-
viders that distribute drugs into the State and 
the third-party logistics provider is not li-
censed by the Secretary as described in para-
graph (1)(B). 

(b) Reporting 

Beginning 1 year after November 27, 2013, a fa-
cility of a third-party logistics provider shall re-
port to the Secretary, on an annual basis pursu-
ant to a schedule determined by the Secretary—

(1) the State by which the facility is licensed 
and the appropriate identification number of 
such license; and 

(2) the name and address of the facility and 
all trade names under which such facility con-
ducts business. 

(c) Costs 

(1) Authorized fees of Secretary 

If a State does not establish a licensing pro-
gram for a third-party logistics provider, the 
Secretary shall license the third-party logis-
tics provider located in such State and may 
collect a reasonable fee in such amount nec-
essary to reimburse the Secretary for costs as-
sociated with establishing and administering 
the licensure program and conducting periodic 
inspections under this section. The Secretary 
shall adjust fee rates as needed on an annual 
basis to generate only the amount of revenue 
needed to perform this service. Fees author-
ized under this paragraph shall be collected 
and available for obligation only to the extent 
and in the amount provided in advance in ap-
propriations Acts. Such fees are authorized to 
remain available until expended. Such sums as 
may be necessary may be transferred from the 
Food and Drug Administration salaries and 
expenses appropriation account without fiscal 
year limitation to such appropriation account 
for salaries and expenses with such fiscal year 
limitation. 

(2) State licensing fees 

(A) State established program 

Nothing in this chapter shall prohibit a 
State that has established a program to li-
cense a third-party logistics provider from 
collecting fees from a third-party logistics 
provider for such a license. 

(B) No State established program 

A State that does not establish a program 
to license a third-party logistics provider in 
accordance with this section shall be prohib-
ited from collecting a State licensing fee 
from a third-party logistics provider. 

(d) Regulations 

(1) In general 

Not later than 2 years after November 27, 
2013, the Secretary shall issue regulations re-
garding the standards for licensing under sub-
section (a), including the revocation and 
reissuance of such license, to third-party lo-
gistics providers under this section. 

(2) Content 

Such regulations shall—
(A) establish a process by which a third-

party accreditation program approved by 
the Secretary shall, upon request by a third-
party logistics provider, issue a license to 
each third-party logistics provider that 
meets the requirements set forth in this sec-
tion; 

(B) establish a process by which the Sec-
retary shall issue a license to each third-
party logistics provider that meets the re-
quirements set forth in this section if the 
Secretary is not able to approve a third-
party accreditation program because no 
such program meets the Secretary’s require-
ments necessary for approval of such a third-
party accreditation program; 

(C) require that the entity complies with 
storage practices, as determined by the Sec-
retary for such facility, including—

(i) maintaining access to warehouse 
space of suitable size to facilitate safe op-
erations, including a suitable area to quar-
antine suspect product; 

(ii) maintaining adequate security; and 
(iii) having written policies and proce-

dures to—
(I) address receipt, security, storage, 

inventory, shipment, and distribution of 
a product; 

(II) identify, record, and report con-
firmed losses or thefts in the United 
States; 

(III) correct errors and inaccuracies in 
inventories; 

(IV) provide support for manufacturer 
recalls; 

(V) prepare for, protect against, and 
address any reasonably foreseeable crisis 
that affects security or operation at the 
facility, such as a strike, fire, or flood; 

(VI) ensure that any expired product is 
segregated from other products and re-
turned to the manufacturer or repack-
ager or destroyed; 

(VII) maintain the capability to trace 
the receipt and outbound distribution of 
a product, and supplies and records of in-
ventory; and 

(VIII) quarantine or destroy a suspect 
product if directed to do so by the re-
spective manufacturer, wholesale dis-
tributor, dispenser, or an authorized gov-
ernment agency;
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