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SECTION 1. ZACK T. ADDINGTON POST OFFICE. 

(a) DESIGNATION.—The facility of the 
United States Postal Service located at 430 
Main Street in Clermont, Georgia, shall be 
known and designated as the ‘‘Zack T. 
Addington Post Office’’. 

(b) REFERENCES.—Any reference in a law, 
map, regulation, document, paper, or other 
record of the United States to the facility re-
ferred to in subsection (a) shall be deemed to 
be a reference to the ‘‘Zack T. Addington 
Post Office’’. 

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from 
Kentucky (Mr. COMER) and the gentle-
woman from New Jersey (Mrs. WATSON 
COLEMAN) each will control 20 minutes. 

The Chair recognizes the gentleman 
from Kentucky. 

GENERAL LEAVE 
Mr. COMER. Mr. Speaker, I ask 

unanimous consent that all Members 
may have 5 legislative days in which to 
revise and extend their remarks and in-
clude extraneous material on the bill 
under consideration. 

The SPEAKER pro tempore. Is there 
objection to the request of the gen-
tleman from Kentucky? 

There was no objection. 
Mr. COMER. Mr. Speaker, I yield my-

self such time as I may consume. 
Mr. Speaker, I rise today in support 

of H.R. 3821, introduced by the gen-
tleman from Georgia (Mr. COLLINS). 

The bill names the United States 
Post Office at 430 Main Street in 
Clermont, Georgia, after U.S. Marine 
Lance Corporal Zach T. Addington, 
who was killed in action in the Viet-
nam war. 

Mr. Speaker, I yield such time as he 
may consume to the gentleman from 
Georgia (Mr. COLLINS) to further de-
scribe the bill and Lance Corporal 
Addington’s service to our country. 

Mr. COLLINS of Georgia. Mr. Speak-
er, I thank the gentleman from Ken-
tucky and the gentlewoman from New 
Jersey for being a part of this today. 

Mr. Speaker, I rise today in support 
of H.R. 3821, legislation to name the 
Clermont Post Office after Lance Cor-
poral Zach T. Addington. 

I introduced this legislation to honor 
Zach, a fellow northeast Georgian, for 
giving his life in service to our Nation 
during the Vietnam war. 

Zach Addington was born to Addison 
S. and Lillie Addington on November 1, 
1948, in Gainesville, Georgia. He and his 
family lived in Clermont, Georgia, 
where he attended Clermont Elemen-
tary School and my alma mater, which 
we share, North Hall High School. He 
graduated in 1967. 

Zach enlisted in the United States 
Marine Corps as a private, in July of 
1967, and became a rifleman in the 3rd 
Marine Division of the Fleet Marine 
Force. He was promoted to private first 
class on December 1, 1967, and he was 
deployed to Vietnam on December 19 of 
the same year. 

On April 1, 1968, Zach was promoted 
to lance corporal. His company was 
participating in Operation Scotland II 
when they engaged hostile forces in the 
vicinity of Hill 689, four kilometers 

west-southwest of Khe Sanh Airfield. 
On May 16, 1968, Zach Addington was 
killed in action. 

His captain, William McArdle, stated 
that he was ‘‘one of the finest marines 
I have ever known. His exemplary con-
duct, leadership, and singular deter-
mination to do every job well were 
qualities that all of us respected.’’ 

On June 6, 1968, Mr. Addington was 
posthumously awarded the Purple 
Heart, the National Defense Service 
Medal, the Vietnam Service Medal, and 
the Republic of Vietnam Campaign 
Ribbon in recognition of his service in 
Vietnam. 

His family hopes to display these 
awards in the Clermont Post Office 
after the naming. 

He is survived by his brother, 
Addison S. Addington; and sisters, Bil-
lie Quillin and Sandra Montgomery. 

The memory of Zach’s courage and 
his service lives on in our corner of 
Georgia, and the naming of the 
Clermont Post Office in his honor will 
be a reminder to all of us of his sac-
rifice and the sacrifices of the armed 
services to us all. 

There is a time when we come to 
these post offices and we read accom-
plishments, Mr. Speaker. We read ac-
complishments of many folks, but each 
one has a story to tell. I think really, 
when you start to listen to the many 
whom we have talked about today, 
there is a certain theme of service that 
runs through each. There is a certain 
theme of something bigger than them-
selves, and especially those who gave 
their life. 

Zach Addington was one who went 
willingly. He knew that he may not re-
turn, in fact, even told people he may 
not, and he did not, but that service 
and that sacrifice gives us the ability 
to stand here today and to do what we 
do. By standing here today, I intend to 
honor him for the naming of this post 
office and would encourage my col-
leagues to vote in favor. 

Mrs. WATSON COLEMAN. Mr. 
Speaker, I yield myself such time as I 
may consume. 

Mr. Speaker, I am pleased to join my 
colleagues in consideration of H.R. 
3821, a bill to designate the facility of 
the United States Post Office located 
at 430 Main Street in Clermont, Geor-
gia, as the Zachary Addington Post Of-
fice. 

Born in Gainesville, Georgia, in 1948, 
Zachary Addington graduated from 
North Hall High School in 1967. He 
chose to enlist in the Marine Corps 
that year, becoming a private in the 
3rd Marine Division of the Fleet Ma-
rine Force. He deployed to Vietnam 
that December as a private first class. 

On May 16, 1968, then-Lance Corporal 
Addington was participating in Oper-
ation Scotland II with his company 
when he was tragically killed in action. 

He was posthumously awarded the 
Purple Heart, National Defense Service 
Medal, and Vietnam Service Medal for 
his honorable service. His captain 
deemed Lance Corporal Addington one 

of the finest marines he had ever 
known. 

Mr. Speaker, we should pass this bill 
to commemorate the ultimate sacrifice 
Lance Corporal Zachary Addington 
made for our Nation, and I urge the 
passage of H.R. 3821. 

Mr. Speaker, I have no further speak-
ers, and I yield back the balance of my 
time. 

Mr. COMER. Mr. Speaker, I urge 
adoption of the bill, and I yield back 
the balance of my time. 

The SPEAKER pro tempore. The 
question is on the motion offered by 
the gentleman from Kentucky (Mr. 
COMER) that the House suspend the 
rules and pass the bill, H.R. 3821, as 
amended. 

The question was taken. 
The SPEAKER pro tempore. In the 

opinion of the Chair, two-thirds being 
in the affirmative, the ayes have it. 

Mr. COMER. Mr. Speaker, on that I 
demand the yeas and nays. 

The yeas and nays were ordered. 
The SPEAKER pro tempore. Pursu-

ant to clause 8 of rule XX, further pro-
ceedings on this motion will be post-
poned. 

f 

AUTHORIZING ADDITIONAL EMER-
GENCY USES FOR MEDICAL 
PRODUCTS TO REDUCE DEATHS 
AND SEVERITY OF INJURIES 
CAUSED BY AGENTS OF WAR 

Mr. WALDEN. Mr. Speaker, I move 
to suspend the rules and pass the bill 
(H.R. 4374) to amend the Federal Food, 
Drug, and Cosmetic Act to authorize 
additional emergency uses for medical 
products to reduce deaths and severity 
of injuries caused by agents of war, and 
for other purposes. 

The Clerk read the title of the bill. 
The text of the bill is as follows: 

H.R. 4374 

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in 
Congress assembled, 
SECTION 1. ADDITIONAL EMERGENCY USES FOR 

MEDICAL PRODUCTS TO REDUCE 
DEATHS AND SEVERITY OF INJURIES 
CAUSED BY AGENTS OF WAR. 

(a) FDA AUTHORIZATION FOR MEDICAL 
PRODUCTS FOR USE IN EMERGENCIES.—Section 
564 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 360bbb–3) is amended— 

(1) in subsection (b)— 
(A) in paragraph (1), by amending subpara-

graph (B) to read as follows: 
‘‘(B) a determination by the Secretary of 

Defense that there is a military emergency, 
or a significant potential for a military 
emergency, involving a heightened risk to 
United States military forces, including per-
sonnel operating under the authority of title 
10 or title 50, United States Code, of attack 
with— 

‘‘(i) a biological, chemical, radiological, or 
nuclear agent or agents; or 

‘‘(ii) an agent or agents that may cause, or 
are otherwise associated with, an immi-
nently life-threatening and specific risk to 
United States military forces;’’; and 

(B) by adding at the end the following: 
‘‘(6) MILITARY EMERGENCIES.—In the case of 

a determination described in paragraph 
(1)(B), the Secretary shall determine, within 
45 calendar days of such determination, 

VerDate Sep 11 2014 03:29 Nov 16, 2017 Jkt 079060 PO 00000 Frm 00041 Fmt 7634 Sfmt 0634 E:\CR\FM\A15NO7.020 H15NOPT1S
S

pe
nc

er
 o

n 
D

S
K

B
B

V
9H

B
2P

R
O

D
 w

ith
 H

O
U

S
E



CONGRESSIONAL RECORD — HOUSEH9298 November 15, 2017 
whether to make a declaration under para-
graph (1), and, if appropriate, shall promptly 
make such a declaration.’’; and 

(2) in subsection (c)— 
(A) in paragraph (3), by striking ‘‘; and’’ 

and inserting ‘‘;’’; 
(B) by redesignating paragraph (4) as para-

graph (5); and 
(C) by inserting after paragraph (3) the fol-

lowing: 
‘‘(4) in the case of a determination de-

scribed in subsection (b)(1)(B)(ii), that the 
request for emergency use is made by the 
Secretary of Defense; and’’. 

(b) EMERGENCY USES FOR MEDICAL PROD-
UCTS.— 

(1) IN GENERAL.—The Secretary of Defense 
may request that the Secretary of Health 
and Human Services, acting through the 
Commissioner of Food and Drugs, take ac-
tions to expedite the development of a med-
ical product, review of investigational new 
drug applications under section 505(i) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355(i)), review of investigational de-
vice exemptions under section 520(g) of such 
Act (21 U.S.C. 360j(g)), and review of applica-
tions for approval and clearance of medical 
products under sections 505, 510(k), and 515 of 
such Act (21 U.S.C. 355, 360(k), 360(e)) and sec-
tion 351 of the Public Health Service Act (42 
U.S.C. 262), including applications for licens-
ing of vaccines or blood as biological prod-
ucts under such section 351, or applications 
for review of regenerative medicine advanced 
therapy products under section 506(g) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 356(g)), if there is a military emer-
gency, or significant potential for a military 
emergency, involving a specific and immi-
nently life-threatening risk to United States 
military forces of attack with an agent or 
agents, and the medical product that is the 
subject of such application, submission, or 
notification would be reasonably likely to 
diagnose, prevent, treat, or mitigate such 
life-threatening risk. 

(2) ACTIONS.—Upon a request by the Sec-
retary of Defense under paragraph (1), the 
Secretary of Health and Human Services, 
acting through the Commissioner of Food 
and Drugs, shall take action to expedite the 
development and review of an applicable ap-
plication or notification with respect to a 
medical product described in paragraph (1), 
which may include, as appropriate— 

(A) holding meetings with the sponsor and 
the review team throughout the development 
of the medical product; 

(B) providing timely advice to, and inter-
active communication with, the sponsor re-
garding the development of the medical 
product to ensure that the development pro-
gram to gather the nonclinical and clinical 
data necessary for approval or clearance is 
as efficient as practicable; 

(C) involving senior managers and experi-
enced review staff, as appropriate, in a col-
laborative, cross-disciplinary review; 

(D) assigning a cross-disciplinary project 
lead for the review team to facilitate an effi-
cient review of the development program and 
to serve as a scientific liaison between the 
review team and the sponsor; 

(E) taking steps to ensure that the design 
of the clinical trials is as efficient as prac-
ticable, when scientifically appropriate, such 
as by minimizing the number of patients ex-
posed to a potentially less efficacious treat-
ment; 

(F) applying any applicable Food and Drug 
Administration program intended to expe-
dite the development and review of a medical 
product; and 

(G) in appropriate circumstances, permit-
ting expanded access to the medical product 
during the investigational phase, in accord-

ance with applicable requirements of the 
Food and Drug Administration. 

(3) ENHANCED COLLABORATION AND COMMU-
NICATION.—In order to facilitate enhanced 
collaboration and communication with re-
spect to the most current priorities of the 
Department of Defense— 

(A) the Food and Drug Administration 
shall meet with the Department of Defense 
and any other appropriate development part-
ners, such as the Biomedical Advanced Re-
search and Development Authority, on a 
semi-annual basis for the purposes of con-
ducting a full review of the relevant products 
in the Department of Defense portfolio; and 

(B) the Director of the Center for Biologics 
Evaluation and Research shall meet quar-
terly with the Department of Defense to dis-
cuss the development status of regenerative 
medicine advanced therapy, blood, and vac-
cine medical products and projects that are 
the highest priorities to the Department of 
Defense (which may include freeze dried 
plasma products and platelet alternatives), 

unless the Secretary of Defense determines 
that any such meetings are not necessary. 

(4) MEDICAL PRODUCT.—In this subsection, 
the term ‘‘medical product’’ means a drug 
(as defined in section 201 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
321)), a device (as defined in such section 201), 
or a biological product (as defined in section 
351 of the Public Health Service Act (42 
U.S.C. 262)). 

(c) REPEAL.—Effective as of the enactment 
of the National Defense Authorization Act 
for Fiscal Year 2018, subsection (d) of section 
1107a of title 10, United States Code, as added 
by section 716 of the National Defense Au-
thorization Act for Fiscal Year 2018, is re-
pealed. 

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from Or-
egon (Mr. WALDEN) and the gentleman 
from New Jersey (Mr. PALLONE) each 
will control 20 minutes. 

The Chair recognizes the gentleman 
from Oregon. 

GENERAL LEAVE 
Mr. WALDEN. Mr. Speaker, I ask 

unanimous consent that all Members 
may have 5 legislative days within 
which to revise and extend their re-
marks and insert extraneous material 
in the RECORD on the bill. 

The SPEAKER pro tempore. Is there 
objection to the request of the gen-
tleman from Oregon? 

There was no objection. 
Mr. WALDEN. Mr. Speaker, I yield 

myself such time as I may consume. 
Mr. Speaker, I include in the RECORD 

a letter to the Senate Committee on 
Armed Services from the FDA Commis-
sioner, Dr. Scott Gottlieb. 

U.S. FOOD & DRUG ADMINISTRATION, 
Silver Spring, MD, November 14, 2017. 

Senator JOHN MCCAIN, 
Chairman, Senate Committee on Armed Services, 

Washington, DC. 
Senator JACK REED, 
Ranking Member, Senate Committee on Armed 

Services, Washington, DC. 
DEAR CHAIRMAN MCCAIN AND RANKING 

MEMBER REED: Thank you for your commit-
ment to our Nation’s service members and 
for your leadership in enhancing the Food 
and Drug Administration’s (FDA) medical 
countermeasure authorities and collabora-
tions with the Department of Defense (DoD). 
FDA shares your goal of protecting our Na-
tion’s military service men and women by 
advancing safe and effective medical prod-
ucts, strengthening our partnerships with 

the DoD on behalf of our Nation’s 
warfighters, and ensuring that this critical 
work is prioritized by the Agency. 

Our Nation’s troops face unique risks on 
the battlefield, and my colleagues and I at 
the Agency are committed to implementing 
a lasting framework that not only considers 
these unique risks, but prioritizes the 
warfighters’ needs by expediting the develop-
ment and review of medical countermeasures 
needed in the face of emerging threats. The 
bipartisan bill that will be considered along-
side the National Defense Authorization Act 
of 2018 would codify these commitments to 
ensure that the warfighters’ needs for safe 
and effective medical countermeasures are 
met on a priority basis and in strong part-
nerships with DoD. 

For instance, I believe this new authority 
and enhanced collaborations with DoD will 
help enable FDA to approve freeze dried plas-
ma as soon as 2018, addressing a key medical 
priority. Further, it will put in place a per-
manent process for strong engagement be-
tween FDA and DoD on any future medical 
products DoD determines are necessary to 
address military emergencies. Additionally, 
under these provisions, FDA would be able to 
recognize military threats in advance and 
provide an emergency use authorization for a 
fuller range of medical products that could 
help save lives on the battlefield. 

Thank you again for your dedication to 
our Nation’s service members and for work-
ing with FDA on this meaningful framework 
to better serve and protect our warfighters. 
Please be assured that I am personally com-
mitted to this effort. I will make it one of 
my highest priorities as Commissioner to 
rapidly implement the framework that is 
called for under this legislation and work 
with my colleagues at FDA and DoD to cre-
ate an enduring pathway for the efficient de-
velopment and prioritization of products in-
tended to help save the lives of military per-
sonnel on the battlefield. Please do not hesi-
tate to reach out to me as we implement 
these new authorities. 

Sincerely, 
SCOTT GOTTLIEB, M.D., 

Commissioner of Food and Drugs. 

Mr. WALDEN. Mr. Speaker, our men 
and women in uniform have put their 
lives on the line for this country, and 
they deserve to have the earliest pos-
sible access to medical products that 
could save their lives on the battle-
field. 

H.R. 4374 will establish important 
new authorities for the Food and Drug 
Administration, the FDA, and the De-
partment of Defense, DOD, to ensure 
that our warfighters have the benefits 
of new treatments and new devices. 

Mr. Speaker, currently the FDA has 
the authority to authorize the emer-
gency use of an unapproved medical 
product for a specific set of military 
emergencies. They have that author-
ity. This emergency use authority re-
quires two things, though. First, the 
Secretary of Defense must make a de-
termination that there is a risk of at-
tack on military forces with a chem-
ical, biological, radiological, or nuclear 
agent. Next, the Secretary of Health 
and Human Services must make a dec-
laration that there is, in fact, an emer-
gency or threat justifying the emer-
gency use authorization of a product. 

To ensure there are no unnecessary 
delays in this process, this legislation, 
H.R. 4374, establishes a deadline for the 
Secretary of Health and Human Serv-
ices. Once the Secretary of Defense 
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makes a declaration of an imminent 
risk of attack, the Secretary of Health 
and Human Services has 45 days—that 
is the maximum—to make a declara-
tion that such a risk exists. 

Limiting the threat under which an 
emergency use can be authorized to 
chemical, biological, radiological, or 
nuclear agents, frankly, has been too 
narrow to incorporate all the serious 
threats of harm to our troops. 

To address this problem, H.R. 4374 es-
tablishes a new category under which 
the emergency use authorization proc-
ess can be triggered. H.R. 4374 expands 
this authority to include situations 
where the Secretary of Defense makes 
a determination that there is risk of 
attack with any agent that may cause 
an imminently life-threatening and 
specific risk to the United States mili-
tary forces. 

In addition to creating new pathways 
for emergency access to unapproved 
medical devices, H.R. 4374 also creates 
a new breakthrough designation to ex-
pedite actual FDA approval of medical 
products for military emergencies. 

Currently, the breakthrough path-
way exists only for products intended 
to treat serious, life-threatening condi-
tions where the Secretary determines 
such a product may demonstrate sig-
nificant improvement over existing 
therapies. 

b 1600 

Mr. Speaker, this expedited approval 
is based on the successful break-
through designation created by Con-
gress back in 2012. This has worked. It 
has accelerated oncology drug reviews 
by more than 2 years. 

Now, in short, H.R. 4374 addresses the 
critical issue of military access to the 
newest available products by expanding 
the circumstances under which emer-
gency use authorizations can be issued 
and by establishing an expedited path-
way to full approval of products that 
the Secretary of Defense requests. 

Mr. Speaker, policies in this bill are 
bipartisan. They were developed with 
the input from the administration as 
well as the authorizing committees in 
the House and the Senate. Addition-
ally, CBO has indicated that H.R. 4374 
will have no impact on direct spending 
or revenue. So, Mr. Speaker, this is not 
only a good bill, it is an important bill 
for our men and women in uniform, and 
I urge my colleagues to support H.R. 
4374. 

I reserve the balance of my time. 
Mr. PALLONE. Mr. Speaker, I yield 

myself such time as I may consume. 
Mr. Speaker, today we are consid-

ering legislation that would authorize 
additional emergency uses for medical 
products in response to the needs of the 
Department of Defense in the instance 
of a military emergency. 

Like all of my colleagues, I want to 
ensure that our military personnel who 
put their life in harm’s way for our 
freedom have access to the medical 
products that they need, and I have 
supported and will continue to support 

policies that further the goal of pro-
tecting our troops from life-threat-
ening risks. 

However, these policies also have to 
be balanced to ensure that, in our ef-
fort to protect troops from harm, we 
are not inadvertently exposing them to 
additional risk from unproven prod-
ucts. That is why I was disappointed to 
learn that the National Defense Au-
thorization Act conference report in-
cluded a policy supported by the Sen-
ate that would have given the Sec-
retary of Defense authority to author-
ize emergency access to unapproved 
medical products, an authority that 
solely rests within the Food and Drug 
Administration today. 

This provision was not the subject of 
hearing and debate, did not receive the 
congressional oversight it should have, 
and I believe decisions of such con-
sequence should go through regular 
order, providing Members and stake-
holders with the opportunity to learn 
fully of the risks and benefits associ-
ated with transferring regulatory over-
sight of medical products to an agency 
that is not equipped with the expertise 
and medical product knowledge of the 
FDA. 

While I am not pleased with the proc-
ess and how it has unfolded, I do sup-
port H.R. 4374 because I believe it will 
maintain emergency use authority 
with the agency that has the resources 
and scientific expertise needed to make 
decisions about access to unproven 
medical products. It is solely the FDA 
that has been charged with weighing 
the risks and benefits of medical prod-
ucts and making determinations as to 
their safety and effectiveness, and this 
legislation maintains the FDA’s impor-
tant role in that process. 

Mr. Speaker, H.R. 4374 not only ad-
dresses the Department of Defense’s 
concerns about access to medical prod-
ucts in instances of military emer-
gencies, but it also goes further by pro-
viding them with additional support, in 
this instance, to expedite the develop-
ment and review of medical products 
that are of priority to the Department. 
It also commits FDA to regularly 
meeting with the Department of De-
fense to discuss their priorities and 
product pipelines. 

So I just want to thank FDA Com-
missioner Gottlieb, Chairman WALDEN, 
Senate Health Committee Chairman 
ALEXANDER, and Ranking Member 
MURRAY for working to find a com-
promise that will maintain proper reg-
ulatory oversight over emergency uses 
of unproved medical products, while 
also ensuring that our Nation’s mili-
tary has access to the products that 
they need in a military emergency sit-
uation. 

I do urge my colleagues to vote in 
support of this legislation, and I re-
serve the balance of my time. 

Mr. WALDEN. Mr. Speaker, I appre-
ciate the comments of the gentleman 
from New Jersey as we work on this to-
gether. 

I yield 3 minutes to the gentleman 
from Illinois (Mr. SHIMKUS), chairman 

of our Subcommittee on Environment 
and a veteran himself. 

(Mr. SHIMKUS asked and was given 
permission to revise and extend his re-
marks.) 

Mr. SHIMKUS. Mr. Speaker, it is 
great to be on the floor today. 

It was an awesome opportunity to be 
a conferee on the National Defense Au-
thorization bill. As a veteran, 5 years 
active Army Infantry, 23 in the Re-
serves, I don’t get a chance to do that 
very often because I am on the best 
committee in Congress, which is En-
ergy and Commerce. But to be able to 
be in that process, I am very appre-
ciative to you and to the other con-
ferees. 

It was then that you learn what you 
learn, and the military had a problem. 
They had a long-delayed issue on 
freeze-dried plasma that is inexcusable, 
and they took action in the legislative 
language to rectify that delay, and we 
would, too. But the legislative process 
worked. 

I also want to commend my col-
leagues on the minority side and Rank-
ing Member PALLONE because what we 
want for our men and women in uni-
form, we want them to get an expe-
dited pathway to lifesaving devices and 
drugs. But we also want to make sure 
that those things are safe, and the pre-
mier institution for safety and efficacy 
is the Food and Drug Administration. 

Now, we have a new administration 
that probably wouldn’t have had an 8- 
year delay on freeze-dried plasma, and 
we have a new administrator of the 
FDA who has committed to reform 
these processes. 

But good intentions are not all that 
we need. We need legislative language. 
We need to enshrine these changes in 
the law, and this is a good example, 
when I used to teach government his-
tory in high school, of how government 
works: House bill, Senate bill, go to 
conference. Even after a conference, it 
wasn’t just right, so the legislative 
leaders went to work to fix this. 

The changes have been identified by 
both the ranking member and the 
chairman, but the bottom line is the 
FDA needs to have the opportunity to 
look and expedite the drug. And we ac-
tually give them a shot clock for those 
people in harm’s way, to make sure 
that drugs and devices are available to 
our warfighters, that it is safe and se-
cure and delivered in a timely manner. 
This is the least we can do for our men 
and women in uniform. 

I thank my colleagues on both sides, 
and I thank Chairman THORNBERRY. 

Mr. PALLONE. Mr. Speaker, I don’t 
have any other speakers at this time, 
and I reserve the balance of my time. 

Mr. WALDEN. Mr. Speaker, I want to 
again thank the gentleman from Illi-
nois (Mr. SHIMKUS), who I believe is 
also a West Point graduate. We appre-
ciate his counsel, and I concur. 

I appreciate working with the House 
Armed Services Committee and its 
very able chairman, my friend, MAC 
THORNBERRY. 
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Mr. Speaker, I yield 3 minutes to the 

gentleman from Tennessee (Mr. ROE), 
the chairman of the Veterans’ Affairs 
Committee, a doctor himself and a vet-
eran. 

Mr. ROE of Tennessee. Mr. Speaker, I 
rise today in support of H.R. 4374 be-
cause our Nation’s servicemembers de-
serve the best and safest medical treat-
ments available, especially when they 
are in harm’s way. 

This bill fixes a provision in the FY 
2018 NDAA which passed the House 
overwhelmingly just yesterday, which 
would have allowed the Secretary of 
Defense to approve the emergency use 
of medications that have not yet re-
ceived FDA approval. 

Under today’s legislation, we ensure 
the FDA will review any emergency 
DOD request for the use of unapproved 
medical products on an expedited basis 
while maintaining the FDA’s critical 
role of evaluating the safety and effec-
tiveness of treatments. This new au-
thorization will include situations 
when the Secretary of Defense deter-
mines the risk of attack with an agent 
that may cause an imminently life- 
threatening and specific risk to the 
United States’ military forces. 

As a physician and a veteran myself 
and the chairman of the House Vet-
erans’ Affairs Committee, I have 
worked tirelessly to ensure our Na-
tion’s servicemembers have access to 
the best, safest, and most effective 
medical treatments available while 
they are in service and after. 

While we all want these break-
through treatments made available to 
our Nation’s men and women in service 
as quickly as possible, we need to make 
sure that they are safe and effective be-
fore subjecting members of our Armed 
Forces to unproven treatments in the 
interest of expedience. 

I have personally spoken to the FDA 
Commissioner, Dr. Scott Gottlieb on 
this issue, and he assures me that the 
FDA will work in a collaborative way 
with DOD to ensure the processes work 
more effectively for our troops. 

Mr. PALLONE. Mr. Speaker, I re-
serve the balance of my time. 

Mr. WALDEN. Mr. Speaker, I yield 2 
minutes to the gentleman from Colo-
rado (Mr. COFFMAN), a great public 
servant who has served our Nation, I 
think, in two different uniforms and is 
a terrific member of the Armed Serv-
ices Committee. 

Mr. COFFMAN. Mr. Speaker, I rise 
today in support of H.R. 4374, having 
served in the first Gulf war when mili-
tary analysts were saying or predicting 
that there could be 30,000 coalition cas-
ualties in a ground war with Iraq. 

We knew that Saddam Hussein had 
both chemical and biological stock-
piles, and, at that time, there was an 
experimental drug given for the 
pretreatment to increase the survival 
after the exposure to nerve gas. It was 
untested in terms of the FDA, did not 
go through their lengthy bureaucratic 
process, but it was, I think, correctly 
assumed by military leaders that the 

risk of giving this drug that didn’t go 
through all the bureaucratic processes 
that I think are important, that the 
risk of nerve gas exposure outweighed 
those risks. 

So I just want to commend the En-
ergy and Commerce Committee as well 
as the leadership of the Armed Services 
Committee, the leadership of both 
committees, for working together with 
the Department of Defense and the 
FDA to find that middle ground where 
the military can have access to drugs 
and medical devices expeditiously in 
order to meet the rapidly changing 
threats on the battlefield. 

I again thank Chairman THORNBERRY 
for his unyielding support on this 
issue. I also thank Chairman WALDEN 
for offering legislation that seeks to 
put this process on the right path. 

Mr. PALLONE. Mr. Speaker, I con-
tinue to reserve the balance of my 
time. 

Mr. WALDEN. Mr. Speaker, I yield 2 
minutes to the gentleman from Ohio 
(Mr. WENSTRUP), a terrific member of 
our Conference and of the Armed Serv-
ices Committee, again, a practitioner 
of medicine, a saver of wounded people, 
including our own whip of the House. 

Mr. WENSTRUP. Mr. Speaker, I rise 
in support of H.R. 4374. This provision 
would amend the Federal Food, Drug, 
and Cosmetic Act to authorize addi-
tional emergency uses for medical 
products to reduce deaths and severity 
of injuries caused by agents of war. 

Having served as a combat surgeon in 
Iraq, I understand the importance of 
being able to administer lifesaving 
treatments at a moment’s notice. Our 
servicemembers going into harm’s way 
must be confident that their corpsmen, 
medics, docs, and health professionals 
are equipped with the latest tech-
nology to save lives every time. 

Freeze-dried plasma is used during 
the initial resuscitation of combat cas-
ualties. Since 2011, 24 severely injured 
U.S. troops have been treated with 
freeze-dried plasma provided by the 
French, who have used this success-
fully since 1994. Of those patients, 17 
lives were saved due to rapid treatment 
with freeze-dried plasma. 

H.R. 4374 is important because it puts 
a process in place to broaden the defi-
nition of military emergencies and pro-
vides the Department of Defense with 
access to expedited FDA processes for 
the investigational products like 
freeze-dried plasma. 

I support Chairman THORNBERRY’s 
unwavering leadership on this issue. 
With rapidly developing medical tech-
nology, the FDA must be part of the 
modernization and readiness of our 
Armed Forces. We are committed to 
ensuring that the FDA does the best it 
can for our deployed forces, and I hope 
that we can find a way to enable the 
FDA to consider approved research and 
clinical studies from our allies in an ef-
fort to aid their approval process. 

The future will likely bring more 
medical devices and drugs that can 
save lives. Having a process to approve 

and implement emerging medical tech-
nologies is a matter of life and death, 
especially for our brave troops. 

Mr. PALLONE. Mr. Speaker, I con-
tinue to reserve the balance of my 
time. 
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Mr. WALDEN. Mr. Speaker, you have 
heard from my colleagues the impor-
tance of this legislation. We found a 
good balance with our friends in the 
Armed Services Committee and in 
working with the FDA and with the 
leadership of the Pentagon to get this 
right. What matters most to Ameri-
cans is that we take care of our war-
riors on the field when they are in-
jured, and when they are in harm’s way 
that we are doing the best possible 
thing we can for them. 

Mr. Speaker, I think this is impor-
tant legislation. I encourage my col-
leagues to vote for it, and I yield back 
the balance of my time. 

Mr. PALLONE. Mr. Speaker, I yield 
myself such time as I may consume. 

Mr. Speaker, I would urge my col-
leagues to vote in support of this legis-
lation. I do think it is a good com-
promise dealing with these military 
emergencies, but at the same time 
making sure that the FDA, which has 
responsibility for approving medical 
products, still retains its authority. 

Mr. Speaker, I would urge a ‘‘yes’’ 
vote, and I yield back the balance of 
my time. 

The SPEAKER pro tempore (Mr. 
DONOVAN). The question is on the mo-
tion offered by the gentleman from Or-
egon (Mr. WALDEN) that the House sus-
pend the rules and pass the bill, H.R. 
4374. 

The question was taken; and (two- 
thirds being in the affirmative) the 
rules were suspended and the bill was 
passed. 

A motion to reconsider was laid on 
the table. 

f 

ANNOUNCEMENT BY THE SPEAKER 
PRO TEMPORE 

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, proceedings 
will resume on questions previously 
postponed. 

Votes will be taken in the following 
order: 

H.R. 3821, by the yeas and nays; 
H.R. 2672, by the yeas and nays. 
The first electronic vote will be con-

ducted as a 15-minute vote. The second 
electronic vote will be conducted as a 
5-minute vote. 

f 

ZACHARY ADDINGTON POST 
OFFICE 

The SPEAKER pro tempore. The un-
finished business is the vote on the mo-
tion to suspend the rules and pass the 
bill (H.R. 3821) to designate the facility 
of the United States Postal Service lo-
cated at 430 Main Street in Clermont, 
Georgia, as the ‘‘Zachary Addington 
Post Office’’, as amended, on which the 
yeas and nays were ordered. 
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