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year 2016; the generic drug user fee 
amendments, which accounted for over 
75 percent of the generic drug review 
budget in fiscal year 2016; and the bio-
similar user fee amendments, which ac-
counted for 29 percent of the biosimilar 
review budget in fiscal year 2016. 

So here is my message to colleagues: 
The U.S. Senate has the opportunity to 
provide Americans with a prompt, bi-
partisan reauthorization of the Food 
and Drug Administration user fee 
agreements and, in doing so, take the 
next crucial step in helping Americans 
see the benefits of the results of our 
21st Century Cures Act passed last 
year. If we do not move quickly to pass 
these agreements in late July, the FDA 
will be forced to send layoff notices to 
more than 5,000 FDA employees to no-
tify them that they may lose their job 
in 60 days. 

As I said, these reauthorizations are 
based on recommendations both from 
industry and from the Food and Drug 
Administration after a thorough public 
process. The FDA posted meeting min-
utes after every negotiation and held 
public meetings before discussions 
began and to hear feedback on the 
draft recommendations last fall. 

Patients were also involved in devel-
oping commitment letters. We have re-
ceived support from patient groups 
asking us to authorize the agreements 
expeditiously. 

In Congress, over the last 15 months, 
the Senate HELP Committee, of which 
I am chairman and Senator MURRAY is 
the ranking Democrat, had 15 bipar-
tisan briefings, some of which were 
with the Energy and Commerce Com-
mittee of the House of Representatives, 
and heard, as well, from the FDA and 
industry about the reauthorization. 

Our HELP Committee held two bipar-
tisan hearings earlier this year on the 
Food and Drug Administration medical 
device and drug user fees and released 
a discussion draft of our legislation on 
April 14, which provided 2 weeks for 
public comment. 

I go into all this because I want ev-
eryone to see how thoroughly this has 
been discussed and how important it is. 

The committee then worked in a bi-
partisan way to incorporate comments 
from the public and from members of 
the committee. 

The manager’s amendment—which 
we approved in the committee last 
week, as I said, by a vote of 21 to 2—in-
cludes many priorities that are broadly 
bipartisan. Here are a few examples: 
legislation from Senators ISAKSON and 
BENNET to improve the medical device 
inspection process; a provision from 
Senator HASSAN, Democrat, and Sen-
ator YOUNG, Republican, to improve 
communication about abuse-deterrent 
opioid products; from Senators 
FRANKEN, Democrat, and Senator ENZI, 
Republican, a provision to encourage 
medical device development for chil-
dren and make sure FDA has the ap-
propriate expertise to review devices 
for children; from Senator BALDWIN, a 
provision to make sure the full experi-

ence of clinical trial participants is 
studied; from Senator BURR and Sen-
ator YOUNG, additional reporting to 
make sure that the FDA is meeting 
their goals and that we can do proper 
oversight of the new agreements. It in-
cludes legislation by Senators CASEY, 
FRANKEN, and WARREN on a pilot 
project on studying medical devices 
after approval to make sure they work 
as intended. A provision from Senator 
CASSIDY requiring additional guidance 
for complex generics, like EpiPens, so 
manufacturers know what they have to 
do to make a generic version, was also 
included. A provision to make new 
hearing aid technology available came 
from Senators WARREN and ISAKSON, as 
well as a provision from Senators ROB-
ERTS, DONNELLY, and BURR to allow 
more appropriate classification of ac-
cessories used with medical devices. 

In the committee markup last week, 
we unanimously adopted these bipar-
tisan amendments, which follow: an 
amendment from Senator COLLINS, 
which reflected legislation from Sen-
ators COLLINS, FRANKEN, MCCASKILL, 
and COTTON on improving generic drug 
development and helping to lower pre-
scription drug costs; an amendment 
from Senators HATCH, BURR, and CASEY 
to improve patient access to clinical 
trials. 

A delay in reauthorizing these agree-
ments would delay the review of drugs 
and devices submitted after last April 
1—more than a month ago. If we don’t 
pass these reauthorizations into law on 
time, which means by the end of July, 
an FDA reviewer who gets started re-
viewing a cancer drug submitted to the 
agency in April would be laid off on Oc-
tober 1, before the reviewer is able to 
finish his or her work. In addition to 
harming patients and harming families 
who rely on medical innovation, a 
delay in the reauthorization would 
threaten America’s global leadership in 
biomedical innovation. 

After reviewing the recommenda-
tions from industry and from the FDA, 
I am convinced these are good agree-
ments for patients. The sooner we pass 
this legislation, the better, to give cer-
tainty to patients, doctors, FDA re-
viewers, and companies. 

Mr. President, I yield the floor. 
I suggest the absence of a quorum. 
The PRESIDING OFFICER (Mr. 

HOEVEN). The clerk will call the roll. 
The assistant bill clerk proceeded to 

call the roll. 
Mr. ALEXANDER. Mr. President, I 

ask unanimous consent that the order 
for the quorum call be rescinded. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

f 

PUBLIC SAFETY OFFICERS’ BENE-
FITS IMPROVEMENT ACT OF 2017 
Mr. ALEXANDER. Mr. President, as 

in legislative session, I ask unanimous 
consent that the Senate proceed to the 
immediate consideration of Calendar 
No. 10, S. 419. 

The PRESIDING OFFICER. The 
clerk will report the bill by title. 

The senior assistant legislative clerk 
read as follows: 

A bill (S. 419) to require adequate reporting 
on the Public Safety Officers’ Benefits pro-
gram, and for other purposes. 

There being no objection, the Senate 
proceeded to consider the bill. 

Mr. ALEXANDER. Mr. President, I 
ask unanimous consent that the Grass-
ley substitute amendment at the desk 
be considered and agreed to; the bill, as 
amended, be considered read a third 
time and passed; and the motion to re-
consider be considered made and laid 
upon the table. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

The amendment (No. 216) in the na-
ture of a substitute was agreed to. 

(The amendment is printed in today’s 
RECORD under ‘‘Text of Amendments.’’) 

The bill (S. 419), as amended, was or-
dered to be engrossed for a third read-
ing, was read the third time, and 
passed. 

f 

RAPID DNA ACT OF 2017 

Mr. ALEXANDER. Mr. President, as 
in legislative session, I ask unanimous 
consent that the Senate proceed to the 
immediate consideration of Calendar 
No. 74, S. 139. 

The PRESIDING OFFICER. The 
clerk will report the bill by title. 

The senior assistant legislative clerk 
read as follows: 

A bill (S. 139) to implement the use of 
Rapid DNA instruments to inform decisions 
about pretrial release or detention and their 
conditions, to solve and prevent violent 
crimes and other crimes, to exonerate the in-
nocent, to prevent DNA analysis backlogs, 
and for other purposes. 

There being no objection, the Senate 
proceeded to consider the bill. 

Mr. ALEXANDER. Mr. President, I 
ask unanimous consent that the bill be 
considered read a third time and passed 
and the motion to reconsider be consid-
ered made and laid upon the table. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

The bill (S. 139) was ordered to be en-
grossed for a third reading, was read 
the third time, and passed, as follows: 

S. 139 
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 ‘‘Rapid DNA 
Act of 2017’’. 
SEC. 2. RAPID DNA INSTRUMENTS. 

(a) STANDARDS.—Section 210303(a) of the 
DNA Identification Act of 1994 (42 U.S.C. 
14131(a)) is amended by adding at the end the 
following: 

‘‘(5)(A) In addition to issuing standards as 
provided in paragraphs (1) through (4), the 
Director of the Federal Bureau of Investiga-
tion shall issue standards and procedures for 
the use of Rapid DNA instruments and re-
sulting DNA analyses. 

‘‘(B) In this Act, the term ‘Rapid DNA in-
struments’ means instrumentation that car-
ries out a fully automated process to derive 
a DNA analysis from a DNA sample.’’. 

(b) INDEX.—Paragraph (2) of section 
210304(b) of the DNA Identification Act of 
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