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February 25, 2019

STATEMENTS ON INTRODUCED
BILLS AND JOINT RESOLUTIONS

By Mr. DURBIN (for himself and
Mr. PORTMAN):

S. 551. A bill to amend title XVIII of
the Social Security Act to require
manufacturers of certain single-dose
vial drugs payable under part B of the
Medicare program to provide rebates
with respect to amounts of such drugs
discarded, and for other purposes; to
the Committee on Finance.

Mr. DURBIN. Mr. President, I ask
unanimous consent that the text of the
bill be printed in the RECORD.

There being no objection, the text of
the bill was ordered to be printed in
the RECORD, as follows:

S. 551

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Recovering
Excessive Funds for Unused and Needless
Drugs Act of 2019 or the “REFUND Act of
2019,

SEC. 2. REQUIRING MANUFACTURERS OF CER-
TAIN SINGLE-DOSE VIAL DRUGS PAY-
ABLE UNDER PART B OF THE MEDI-
CARE PROGRAM TO PROVIDE RE-
BATES WITH RESPECT TO DIS-
CARDED AMOUNTS OF SUCH DRUGS.

(a) IN GENERAL.—Section 1834 of the Social
Security Act (42 U.S.C. 1395m) is amended by
adding at the end the following new sub-
section:

‘“(w) REBATE FOR CERTAIN DISCARDED SIN-
GLE-DOSE VIAL DRUGS.—

‘(1) IN GENERAL.—The manufacturer (as de-
fined in section 1847A(c)(6)(A)) of a rebatable
single-dose vial drug furnished in a calendar
quarter shall, not later than 30 days after the
date of receipt of information described in
paragraph (2)(A)(iii) with respect to such
quarter, provide to the Secretary a rebate
that is equal to the amount specified in para-
graph (3) for such drug for such quarter.

‘‘(2) SECRETARIAL DUTIES.—

‘“(A) IN GENERAL.—For each calendar quar-
ter, the Secretary shall, with respect to a
rebatable single-dose vial drug of a manufac-
turer furnished during such quarter—

‘‘(i) require, through use of a modifier such
as the JW modifier used as of the date of en-
actment of this subsection (or any such suc-
cessor code that includes such data as deter-
mined appropriate by the Secretary), an in-
dication on a claim for such drug of the
amount of such drug that was discarded after
such drug was furnished, if any;

‘“(ii) determine the rebatable amount (as
defined in subparagraph (B)) with respect to
such drug; and

‘“(iii) not later than 60 days after the end of
such quarter, provide to such manufacturer
notice of—

‘(I) the total number of units of such drug
discarded during such quarter (as determined
by the Secretary based on the aggregate
rebatable amount (as so defined) with re-
spect to such drug for such quarter), if any;
and

““(IT) the rebate amount specified in para-
graph (3) for such drug and such quarter.

‘“(B) REBATABLE AMOUNT.—The term
‘rebatable amount’ means, with respect to a
rebatable single-dose vial drug of a manufac-
turer furnished during a quarter, 90 percent
of the amount (if any) of such drug that was
discarded as indicated pursuant to subpara-
graph (A)({).

‘“(3) REBATE AMOUNT.—The amount of the
rebate specified in this paragraph is, with re-
spect to a rebatable single-dose vial drug of

CONGRESSIONAL RECORD — SENATE

a manufacturer furnished in a calendar quar-
ter, an amount equal to the product of—

‘“(A) the total number of units of such drug
discarded during such quarter as determined
under paragraph (2)(A)({ii)(I); and

‘“(B) the lesser of—

‘“(i) the average sales price (as defined in
section 1847A(c)(1)) for a unit of such drug for
such quarter (or, in the case of a drug sub-
ject to an agreement with such manufac-
turer under section 340B of the Public Health
Service Act, the price for a unit of such drug
for such quarter under such agreement); or

‘(ii) the wholesale acquisition cost (as de-
fined in section 1847A(c)(6)(B)) for a unit of
such drug.

‘(4) REBATE DEPOSITS.—Amounts paid as
rebates pursuant to paragraph (1) shall be de-
posited into the Federal Supplementary
Medical Insurance Trust Fund established
under section 1841.

‘“(5) ENFORCEMENT.—

‘“(A) AubpIiTs.—Each manufacturer of a
rebatable single dose-vial drug that is re-
quired to provide a rebate under this sub-
section shall be subject to periodic audit
with respect to such drug and such rebates
by the Secretary.

¢“(B) CIVIL MONEY PENALTY.—

‘(i) IN GENERAL.—The Secretary shall im-
pose a civil money penalty on a manufac-
turer of a rebatable single dose-vial drug who
has failed to comply with the requirement
under paragraph (1) for such drug for a cal-
endar quarter in an amount the Secretary
determines is commensurate with the sum
of—

‘(I) the amount that the manufacturer
would have paid under such paragraph with
respect to such drug for such quarter; and

‘“(IT) 25 percent of such amount.

‘(i) APPLICATION.—The provisions of sec-
tion 1128A (other than subsections (a) and
(b)) shall apply to a civil money penalty
under this subparagraph in the same manner
as such provisions apply to a penalty or pro-
ceeding under section 1128A(a).

‘“(6) DEFINITIONS.—In this subsection:

‘““(A) REBATABLE SINGLE-DOSE VIAL DRUG.—
The term ‘rebatable single-dose vial drug’
means a single source drug or biological (as
defined in section 1847A(c)(6)(D)) paid for
under this part and furnished on or after
January 1, 2020, from a single-dose vial.

‘(B) UNIT.—The term ‘unit’ has the mean-
ing given such term in section
1847A(D)(2)(B).”.

(b) COLLECTION OF COINSURANCE ONLY FOR
PORTION OF REBATABLE SINGLE-DOSE VIAL
DRUG ADMINISTERED.—Section 1833(a) of the
Social Security Act (42 U.S.C. 13951) is
amended—

(1) in subsection (a)(1)(S), by inserting sub-
ject to subsection (cc), before with respect
to; and

(2) by adding at the end the following new
subsection:

“(cc) COLLECTION OF COINSURANCE ONLY
FOR PORTION OF REBATABLE SINGLE-DOSE
VIAL DRUG ADMINISTERED.—When processing
a claim for a rebatable single-dose vial drug
(as defined in section 1834(w)(6)), the Sec-
retary, acting through the relevant medicare
administrative contractor with respect to
such claim, shall only collect coinsurance
from a beneficiary, taking into account any
coverage under a Medicare supplemental pol-
icy certified under section 1882 or any other
supplemental insurance coverage of the ben-
eficiary, with respect to the portion of the
drug administered (as indicated by the J-por-
tion of the claim for the drug used as of the
date of enactment of this subsection, or any
successor code that includes such data as de-
termined appropriate by the Secretary), in
an amount equal to 20 percent of the amount
of payment that would be made if payment
for the claim was based only on the portion
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of the drug administered (as so indicated).
Nothing in the preceding sentence shall af-
fect the amount paid to the provider of serv-
ices or supplier with respect to the drug
under this part (as determined based on the
total amount of the drug for which the claim
was submitted, including the portion of the
drug administered and the portion discarded,
as indicated by the J-portion of the claim
and the JW modifier, respectively, used as of
such date of enactment or any successor
codes that include such data as determined
appropriate by the Secretary).”.

—————

AUTHORITY FOR COMMITTEES TO
MEET

Mrs. FISCHER. Mr. President, I have
a request for one committee to meet
during today’s session of the Senate. It
has the approval of the Majority and
Minority leaders.

Pursuant to rule XXVI, paragraph
5(a), of the Standing Rules of the Sen-
ate, the following committee is author-
ized to meet during today’s session of
the Senate:

COMMITTEE ON FOREIGN RELATIONS

The Committee on Foreign Relations
is authorized to meet during the ses-
sion of the Senate on Monday, Feb-
ruary 25, 2019, at 5 p.m., to conduct a
closed hearing.

——————

BIENNIAL REPORT OF BOARD OF
DIRECTORS OF CONGRESSIONAL
WORKPLACE RIGHTS

U.S. CONGRESS, OFFICE OF CONGRES-
SIONAL WORKPLACE RIGHTS,
Washington, DC, February 25, 2019.
Hon. CHARLES GRASSLEY,
President Pro Tempore, U.S. Senate,
Washington, DC.

DEAR MR. PRESIDENT: Section 102(b) of the
Congressional Accountability Act of 1995
(CAA) requires the Board of Directors of the
Office of Congressional Workplace Rights
(OCWR) to biennially submit a report con-
taining recommendations regarding Federal
workplace rights, safety and health, and pub-
lic access laws and regulations that should
be made applicable to Congress and its agen-
cies. The purpose of this report is to ensure
that the rights afforded by the CAA to legis-
lative branch employees and visitors to Cap-
itol Hill and district offices remain equiva-
lent to those in the private sector and the
executive branch of the Federal government.
As such, these recommendations support the
intent of Congress to keep pace with ad-
vances in workplace rights and public access
laws.

Accompanying this letter is a copy of our
section 102(b) report—titled ‘‘Recommenda-
tions for Improvements to the Congressional
Accountability Act’—for consideration by
the 116th Congress. We welcome discussion
on these issues and urge that Congress act on
these important recommendations.

Your office is receiving this initial copy
prior to it being uploaded to our public
website. On March 4, 2019, this report will be
disseminated to the larger Congressional
community and available on www.oCcwr.gov.
As required by the Congressional Account-
ability Act, 2 U.S.C. §1302(b), I request that
this publication be printed in the Congres-
sional Record, and referred to the commit-
tees of the House of Representatives and
Senate with jurisdiction.

Sincerely,
SUSAN TSUI GRUNDMANN,
Executive Director.
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