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(11) The Coast Guard announced in 2014 that
it would reduce by half the number of animals it
uses for combat trauma training courses but stated
that animals would continue to be used in courses
designed for Department of Defense personnel.

(12) Effective January 1, 2015, the Depart-
ment of Defense replaced animal use in six areas of
medical training, including Advanced Trauma Life
Support courses and the development and mainte-
nance of surgical and critical care skills for field
operational surgery and field assessment and skills
tests for international students offered at the De-
fense Institute of Medical Operations.

SEC. 8. REQUIREMENT TO USE HUMAN-BASED METHODS
FOR CERTAIN MEDICAL TRAINING.

(a) IN GENERAL.—Chapter 101 of title 10, United
States Code, is amended by adding at the end the fol-
lowing new section:

“§2017. Use of human-based methods for certain
medical training

“(a) CoMBAT TrRAUMA INJURMES.—(1) Not later
than October 1, 2018, the Secretary of Defense shall de-
velop, test, and validate human-based training methods for

the purpose of training members of the Armed Forces in

«3 GAT7 IS
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the treatment of combat trauma injuries with the goal of
replacing live ammal-based training methods.
“{2) Not later than October 1, 2020, the Secretary—
“(A) shall only use human-based training meth-
ods for the purpose of training members of the
Armed Forces in the treatment of combat trauma
injuries; and
“{B} may not use animals for such purpose.
“(b) EXCEPTION FOR PARTICULAR COMMANDS AND

TRAINING METIODS.—(1) The Secretary may exempt a

particular eommand, particular training method, or both,
from the requirement for human-based training methods
under subsection (a)(2) if the Secretary determines that
human-based training methods will not provide an educa-
tionally equivalent or superior substitute for live animal-
based training methods for such command or training
method, as the case may be.

“(2) Any exemption under this subsection shall be for
such period, not more than one year, as the Secretary shall
specify in granting the exemption. Any exemption may be
renewed (subject to the preceding sentence).

“(¢) ANNUAL REPORTS.—(1) Not later than October
1, 2016, and each year thereafter, the Secretary shall sub-
mit to the congressional defense committees a report on

the development and implementation of human-based

«8 587 IS
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training methods for the purpose of training members of
the Armed Forees in the treatment of combat tranuma inju-
ries under this section.

“(2) Each report under this subsection on or after
October 1, 2020, shall include a description of any exemp-
tion under subsection (b) that is in force as the time of
such report, and a current justification for such exemp-
tion.

“(d) DEFINTTIONS.—In this section:

“(1) The term ‘combat trauma injuries’ means
severe injuries likely to oceur during combat, includ-
ing—

“{A) hemorrhage;

“{(B) tension pneumothorax;

“(C) amputation resulting from blast in-
jury;

“(D) eompromises to the airway; and

“(E) other injuries.

“(2) The term ‘human-based training methods’
means, with respect to training individuals in med-
ical treatment, the use of systems and devices that
do not use animals, including—

“(A) simulators;
“(B) partial task trainers;

“(C) moulage;

«S 587 IS
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“(D) simulated combat environments;
“{E) human cadavers; and
“(I"} rotations in civilian and military trau-
ma centers.

“(3) The term ‘partial task trainers’ means
training aids that allow individuals to learn or prae-
tice specific medical procedures.”.

(b} CLERICAL. AMENDMENT.—The table of sections
at the beginning of chapter 101 of such title is amended

by adding at the end the following new item:
“2017. Use of lmman-based wiethads for certain medical training.™.

O
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Live Animals Use in Training

e The Undersecretary of Defense for Acquisition, Logistics, and Technology
(USD(AT&L)) is the proponent for policies on the oversight of programs that use live
animals, per DoD Instruction (DoDI) 3216.0, “Use of Live Animals in DoD Programs,”
September 13, 2010.

e The Assistant Secretary of Defense for Health Affairs (ASD(HA)) is the proponent for
policies on medical readiness training stipulating that the use of live animals shall occur
only when alternatives such as commercial training manikins, moulaged actors, cadavers,
or virtual simulators are not appropriate to the training task, per DoDI 1322.24, “Medical
Readiness Training,” October 6, 2011.

e DoD policy requires compliance with all applicable laws, directives, regulations,
accreditation and approval by the Association for the Assessment and Accreditation of
Laboratory Animal Care, International, and also in compliance with 9 Code of Federal
Regulations, “Animal Welfare Act.”

o The DoD uses live animals for medical education and training for complex and tedious
procedures such as infant intubation, microsurgery, and combat trauma training, which
are integral to training for medical personnel.

o The Live Animal Use in Medical Education and Training working group,
co-chaired by representatives from USD(AT&L) and ASD(HA),brings together subject
matter experts from the Services, Joint Staff, United States Special Operations Command,
and Uniformed Services University of Health Sciences to identify ways to refine, reduce, or
replace the use of live animals in medical training,

e The DoD continues to evaluate emerging alternatives to the use of live animals in medical
training, such as models and simulation.

Why does the DoD use live animals in medical training?

The DoD uses live animals for medical education and training because there are no adequate
simulators for hemorrhage control/amputations, chest wounds, and cricothyroidotomy that
are of equal training effectiveness as live animals, Personnel must be trained to perform in
combat situations where Service members frequently have multiple, severe, life-threatening
wounds. The live animal model provides realism in tissue handling, and physiological
responses to intervention procedures with immediate feedback where no validated
simulations exist. Conducting procedures on the live animal model is the culminating step in
a series of training modalities that include classroom, textbooks, didactic tests, and
simulators. These training methodologies give our combat medical personnel the critical
skills they need to save lives. The opportunity to do this training in a clinical setting is
relatively rare, especially compared to the number of medics we need to have trained in these
procedures.

Page | of 2



Live Animals Use in Training

What action is the DoD taking to eliminate the use of live animals in medical training?

USD(AT&L) is the proponent for the use of live animals in DoD programs. The
technologies reviewed are either already used extensively in medical training programs or are
still in the development phase. DOD maximizes use of non-animal alternatives to limit the
use of animals, while assuring the best training for saving lives on the battlefield. Research
is underway that explores methods to improve training effectiveness and reduce reliance on
animals. DOD is unable to determine how quickly industry can develop and produce the high
fidelity, durable technology needed to replace animals in all possible training venues. For the
majority of the students, training with live anesthetized animals is the only time they
experience treatment of a chest wound, cricothyroidotomy, or severe hemorrhage before
performing these procedures without medical assistance under the extreme, adverse
conditions of combat. Currently, the integration of simulation technology has not completely
replaced the live animal model but has augmented it, reducing the reliance on animals in
DoD.

Page 2 of 2
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(b)(6)

Subject: Re: Live Tissue Training Itr from Chairman Thornberry /
Start: Mon 1/5/2015 8:30 PM
End: Mon 1/5/2015 9:30 PM
Recurrence: (none)
Meeting Status: Accepted
(b)(6)
Organizer:

It was signed by Ms. Wright on friday and was to be signed today by Mr. Kendall. | haven’t heard for sure that it made
today’s suspense with his signature. I'll check first thing in the morning. New congress tomorrow?
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From: James, Jeanette <Jeanette.James@mail.house.gov>
Sent: irsdav Mav 01 2014 930 AM
To: (£)(©)
o:
Subject: RE: Live Tisuue Training

Thanks. What's the answer to me second question?

----- Original Message-----
(b)(B)

From
Sent: Thursday, May 01, 2014 9:07 AM
To: James, Jeanette

Subject: RE: Live Tisuue Training

Jeanette,
The University no longer uses live animals for medical education. They have a robust, and growing, simulation program.

(0)(6)

From: James, Jeanette [mailto:Jeanette James@mail.house.gov]

Sent: Wednesday, April 30, 2014 1:27 PM
To:[PY®

Subject: Live Tisuue Training

Folks,

| need a quick turn on this ask. Has USUHS totally abandoned any live tissue training? If so, how is it they can accomplish
the necessary skill training that the services can't for their combat medics?

Thanks,

Jeanette
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Subject: LTT Meeting with HASC Staff
Location: Room 2216 Rayburn (2nd floor).
Start: Tue 2/25/2014 2:00 PM
End: Tue 2/25/2014 3:00 PM
Recurrence: (none)
Meeting Status: Meeting organizer

(0)(6)
Organizer:

Required Attendees:

Optional Attendees:

Added location.

All,
Please forward invite to your briefers.

Sounds good.
Tom

Dr. Thomas R. Nelson
Congressional Fellow
Committee on Armed Services
U.S. House of Representatives
202-225-6703

----- Original Message-----
Ero .1|(b)(6)

Sent: Friday, February 07, 2014 4:31 PM
To: Nelson, Thomas
Subject: RE: Update on LTT policy & strategy (HASC) CANCELLED!!

Afternoon of 25th is good, say 2:00pm?
(b)(6)




~~~~~ Original Message-----
From: Nelson, Thomas [mailto:Thomas.Nelson@mail.house.gov]
Sent: Fridav. February 07, 2014 2:23 PM
i
o}
Subject: RE: Update on LTT policy & strategy (HASC) CANCELLED!!

(b)(6)

It looks like for the most part, our calendars are pretty full until the week of the 24th. It looks right now like we could do
something in the afternoon of the 25th, 26th or 28th of February. Let me know how that looks on your end.

Tom

Dr. Thomas R. Nelson
Congressional Fellow
Committee on Armed Services
U.S. House of Representatives
202-225-6703

----- Original Message----- e
From|>®

Sent: Friday, February 07, 2014 2:18 PM .

To: Nelson, Thomas

Subject: FW: Update on LTT policy & strategy (HASC) CANCELLED!!

Dr. Nelson,
Can you propose a few dates times over the next few weeks?

(b)(6)

-----Original Message-----
From: Nelson, Thomas [mailto:Thomas.Nelson@mail.house.gov]
Sent: Monday, January 06, 2014 3:58 PM
Tol®®

Subject: Update

: e

b)(6 . ; : : . : o :
& and | are interested in getting an update on the current policy and strategy for live tissue training for medical

training. I'm not sure who the right person is to ask for. | know that used to bef®X®) but she's moved on. |




|’ib}_(6)
have in one of your old emails that it wa Is that still the case? We were hoping sometime in the
next few weeks or so would be good to have the discussion. Can we set something up?

Thanks

Tom

Dr. Thomas R. Nelson
Congressional Fellow
Committee on Armed Services
U.S. House of Representatives

202-225-6703
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ASSISTANT SECRETARY OF DEFENSE

3030 DEFENSE PENTAGON
WASHINGTON, DC 20301-3030

RESEARCH ACTION MEMO

AND ENGINEERING

FOR: UNDER SECRETARY OF DEFENSE (ACQUISITION, TECHNOLOGY AND
LOGISTICS)

FROM: Alan R. Shaffer, Principal Deputy, Assistant Secretary of Defense (Research and
Engineering)

SUBJECT: Response to Senator Wyden and Representative Johnson Regarding the Use
of Animals in Combat Trauma Training Programs

e Senator Wyden and Representative Johnson wrote to Secretary Carter regarding their
reintroduction of the Battlefield Excellence for Superior Training (BEST) Practices Act and
to urge the DoD to take steps to eliminate the use of animals in combat trauma training
programs (TAB B).

e The letters at TAB A are the responses to communicate the negative impact the BEST
Practices Act would have on trauma training programs as the Department continues its
efforts to reduce and replace animals with validated alternatives.

RECOMMENDATION: Sign the letters at TAB A.

COORDINATION: TAB C

Attachments:
As Stated

PREPARED BY: Dr. Patrick Mason, HPT&B Directorate [P® |osD002589-15
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ASSISTANT SECRETARY OF DEFENSE

3030 DEFENSE PENTAGON
WASHINGTON, DC 20301-3030

RESEARCH
AND ENGINEERING

ACTION MEMO

FOR: PRINCIPAL DEPUTY, ASSISTANT SECRETARY OF DEFENSE (RESEARCH AND
ENGINEERING)

FROM: Mr. Dale Ormond, Acting, Principal Deputy, Research

SUBJECT: Response to Senator Wyden and Representative Johnson Regarding the Use
of Animals in Combat Trauma Training Programs

e Senator Wyden and Representative Johnson wrote to Secretary Carter regarding their
reintroduction of the Battlefield Excellence for Superior Training (BEST) Practices Act and
to urge the DoD to take steps to eliminate the use of animals in combat trauma training
programs (TAB B).

e The letters at TAB A are the responses to communicate the negative impact the BEST
Practices Act would have on trauma training programs as the Department continues its
efforts to reduce and replace animals with validated alternatives.

RECOMMENDATION: Submit for Mr. Kendall’s signature.

Approve: Disapprove:

COORDINATION: TAB C

Attachments:
As Stated

PREPARED BY: Dr. Patrick Mason, HPT&B Directorate [2© 0SD002589-15




The Department of Defense (DoD) objects to the proposed language. Without scientific-based evidence
demonstrating the efficacy of training simulators, removing the animal model from the training of DoD
medical personnel could degrade combat trauma care on the battlefield. Imposing a deadline of
October 1, 2020, to end the use of animals will not advance the knowledge or the material solutions to
transition to human-based training techniques any faster than the Department's current research and
development efforts and could result in decreasing combat survival rates.

The DoD is committed to replacing animal-based training techniques without adversely affecting the
quality of care for injured Service members and, as noted in the language of $.587, has made strides in
doing so. The DoD's internal working groups, partnerships with industry and academia, and interactions
with international allies continuously improves our knowledge and development of training systems
appropriate to the DoD's operational environment.

The primary impact of $.587 would be on combat medic training. The medic is the first responder who
provides treatment at the point of wounding. Combat trauma training in the DoD has unique
characteristics compared to the training of civilian medical providers. New DoD medics are generally
less than 20 years of age and within a short time period must learn and perform complex combat
trauma care procedures in chaotic and hostile battlefield environments in which they will not have
access to well-equipped surgical suites and highly-trained healthcare professionals.

Simulation technology is currently not feasible, nor has it been validated, for the training of some
combat trauma procedures. Limitations of simulation systems include changes in tissue dynamics over
time following the onset of injury (e.g., amputation management) and the ability to invoke the response
to save the life of an injured patient. Simulation systems are also limited in that they model a known set
of injuries. However, injury patterns and the corresponding training vary with the operational
environment and anticipated evacuation times. The DoD must maintain the capability of training
medical personnel to respond to those threats faced by our Service members.

Although survival in combat is multi-factorial, the experience and confidence gained by the use of the
animal model in teaching life-saving procedures has contributed to increased battlefield survival rates.
The DoD remains on the path towards replacement of animal models without compromising the quality
of medical training.
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AMENDMENT NO. (Calendar No.

Purpose: To require the Secretary of Defense to use only
human-based methods for training members of the
Armed Forces in the treatment of severe combat inju-
ries.

IN THE SENATE OF THE UNITED STATES—114th Cong., 1st Sess.

H.R.1735

To authorize apnronriatione for foonl = 227G for military
for military

AMENDMENT N- 1 531 { the Depart-
ry  personnel

By UJL{(JQY‘. M her purposes.
Tor Pt No de? and

,2 ) inted
Pagnie) aro: 0 93 mae . W YDEN
Viz:

1 At the end of part II of subtitle D of title V, add

2 the following:

3 SEC. 540. REQUIREMENT TO USE HUMAN-BASED METHODS

4 FOR CERTAIN MEDICAL TRAINING.

5 (a) FINDINGS.—Congress makes the following find-
6 ings:

7 (1) The Department of Defense has made im-

pressive strides in the development and use of meth-

8
9 ods of medical training and troop protection, such as
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2
the use of tourniquets and improvements in body
armor, that have led to decreased battlefield fatali-
ties.

(2) The Department of Defense uses more than
8,000 live animals each year to train physicians,
medies, corpsmen, and other personnel methods of
responding to severe battlefield injuries.

(3) The civilian sector has almost exclusively
phased in the use of superior human-based training
methods for numerous medical procedures currently
taught in military courses using animals.

(4) Human-based medical training methods
such as simulators replicate human anatomy and
can allow for repetitive practice and data collection.

(5) According to scientifie, peer-reviewed lit-
erature, medical simulation inereases patient safety
and deereases errors by healthceare providers,

(6) The Army Research, Development and En-
gineering Command and other entities of the De-
partment of Defense have taken significant steps to
develop methods to replace live animal-based train-
ing.

(7) According to the report by the Department

of Defense titled “Final Report on the use of Live
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8.0,
3
Animals in Medical Education and Traming Joint
Analysis Team”, published on July 12, 2009—

(A) validated, high-fidelity simulators were
to have been available for nearly every high-vol-
ume or high-value battlefield medical procedure
by the end of 2011, and many were available as
of 2009; and

(B) validated, high-fidelity simulators were
to have been available to teach all other proce-
dures to respond to common battlefield injuries
by 2014.

(8) The Center for Sustainment of Trauma and
Readiness Skills of the Air Force exclusively uses
human-based training methods in its courses and
does not use animals.

(9) In 2013, the Army instituted a policy for-
bidding non-medical personnel from participating in
training courses involving the use of animals.

(10) In 2013, the medical school of the Depart-
ment of Defense, part of the Uniformed Services
University of the Health Seiences, replaced animal
use within its medical student curriculum.

(11) The Coast Guard announced in 2014 that
it would reduce by half the number of animals it

uses for combat trauma training courses but stated
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that animals would continue to be used in courses
designed for Department of Defense personnel.

(12) Effective January 1, 2015, the Depart-
ment of Defense replaced animal use in six areas of
medical training, including Advanced Trauma Life
Support courses and the development and mainte-
nance of surgical and eritical care skills for field
operational surgery and field assessment and skills
tests for international students offered at the De-
fense Institute of Medical Operations.

(h) REQUIREMENT T0O UsSE HUMAN-BASED METIHODS
FOR CERTAIN MEDICAL TRAINING.—
(1) IN GENERAL.—Chapter 101 of title 10,
United States Code, is amended by adding at the
end the following new section:
“§2017. Use of human-based methods for certain
medical training

“(a) CoMBAT TrRAUMA INJURIES.—(1) Not later
than October 1, 2018, the Secretary of Defense shall de-
velop, test, and validate human-based training methods for
the purpose of training members of the armed forces in
the treatment of combat trauma injuries with the goal of
replacing live animal-based training methods.

“(2) Not later than October 1, 2020, the Secretary
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“(A) shall only use human-based training meth-
ods for the purpose of training members of the
armed forces in the treatment of combat trauma in-

Juries; and

“(B) may not use animals for such purpose.

“(b) EXCEPTION FOR PARTICULAR C'OMMANDS AND
TRAINING METHHODS.—(1) The Secretary may exempt a
particular command, particular training method, or both,
from the requirement for human-based training methods
under subsection (a)(2) if the Secretary determines that
human-based training methods will not provide an educa-
tionally equivalent or superior substitute for live animal-
based training methods for such command or training
method, as the case may be.

“(2) Any exemption under this subsection shall be for
such period, not more than one year, as the Secretary shall
specify in granting the exemption. Any exemption may be
renewed (subject to the preceding sentence).

“(¢) ANNUAL REPORTS.—(1) Not later than October
1, 2016, and each year thereafter, the Secretary shall sub-
mit to the congressional defense committees a report on
the development and implementation of human-based
training methods for the purpose of training members of
the armed forces in the treatment of combat trauma inju-

ries under this section.



ARMI5D31 S.L.C.

(=R = - T T = O & e - R o

BN N RN BN OB e e et i e e i pemi ek e

6
“(2) Each report under this subsection on or after
October 1, 2020, shall include a deseription of any exemp-
tion under subsection (b) that is in force as the time of
such report, and a current justification for such exemp-
tion.

In this section:

*“(d) DEFINITIONS.
“(1) The term ‘combat trauma injuries’ means
severe injuries likely to oceur during combat, includ-
ing—
“(A) hemorrhage;
*“(B) tension pneumothorax;
“(C) amputation resulting from blast in-

Jury;

“(D) eompromises to the airway; and
“(E) other injuries.

“(2) The term ‘human-based training methods’
means, with respect to training individuals in med-
ical treatment, the use of systems and devices that
do not use animals, including—

*“(A) simulators:

“(B) partial task trainers;

“(C) moulage;

“(D) simulated combat environments;

“(E) human cadavers; and
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7
| “(F') rotations in civilian and military trau-
2 ma centers.
3 “(3) The term ‘partial task trainers’ means
4 training aids that allow individuals to learn or prac-
5 tice specific medical procedures.”.
6 (2) CLERICAL AMENDMENT.—The table of sec-
7 tions at the beginning of chapter 101 of such title
8 is amended by adding at the end the following new
9 item:

i1

#2017, Use of human-based methods for certain medical training.”,
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To amend title 10, United States Code, to require the Seeretary of Defense
to use only human-based methods for training members of the Armed
Forees in the treatment of severe combat injuries,

IN THE HOUSE OF REPRESENTATIVES

FEBRUARY 26, 2015
Mr. Jonnsox of Georgia (for himself, Mr. CArsoN of Indiana, Mr. PoOLIs,
Mp. eSS, Mr. Hoxbpa, Mr. Gruanva, Mre, Carrmwriair, Ms. LEE,
Ms. DELAURO, Mr. RANGEL, Mr. Congn, Ms. CLARKE of New York, Mr.
GUTIERREZ, Mr. Cray, Mr. LOWENTHAL, Mr. MCGOVERN, Mr. TONKO,
Mr. FrrzrATRICK, Ms. SLAUGHTER, Ms. SCHAKOWSKY, Mr. CONNOLLY,
Mr., BLUMENAUER, Mr. CONYERS, Ms. LOFGREN, Ms. Browx of Florida,
Ms. NorTox, and Mrs. CAroLYN B. MALONEY of New York) introduced
the following bill; which was referred to the Committee on Armed Serv-

1¢¢S

A BILL

To amend title 10, United States Code, to require the Sec-
retary of Defense to use only human-based methods for
training members of the Armed Forces in the treatment
of severe combat mjuries.

1 Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled,
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SECTION 1. SHORT TITLE.

This Aet may be cited as the “Battlefield Excellence
through Superior Training Practices Act” or “BEST
Practices Act”.

SEC. 2. FINDINGS.

(Clongress makes the following findings:

(1) The Department of Defense has made im-
pressive strides in the development and use of meth-
ods of medical training and troop protection, such as
the use of tourniquets and improvements in body
armor, that have led to decreased battlefield fatali-
ties.

(2) The Department of Defense uses more than
8,500 live animals each year to train physicians,
medies, corpsmen, and other personnel methods of
responding to severe battlefield injuries.

(3) The civilian sector has almost exclusively
phased in the use of superior human-based training
methods for numerous medical procedures currently
taught in military courses using animals.

(4) Human-based medical training methods
such as simulators replicate human anatomy and
can allow for repetitive practice and data collection.

(5) According to scientifie, peer-reviewed ht-
erature, medical simulation inereases patient safety
and decreases errors by healtheare providers.

«HR 1095 IH
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(6) The Army Research, Development and En-
gineering Command and other entities of the De-
partment of Defense have taken significant steps to
develop methods to replace live animal-based train-
ing.

(7) According to the report by the Department
of Defense titled “Final Report on the use of Live
Animals in Medical Education and Training Joint
Analysis Team”, published on July 12, 2009—

(A) validated, high-fidelity simulators were
to have been available for nearly every high-vol-
ume or high-value battlefield medical procedure
by the end of 2011, and many were available as
of 2009; and

(B) validated, high-fidelity simulators were
to have been available to teach all other proce-
dures to respond to common battlefield injuries
by 2014.

(8) The Center for Sustainment of Trauma and
Readiness Skills of the Air Force exclusively uses
human-based tramming methods in its courses and
does not use animals.

(9) In 2013, the Army instituted a poliey for-
bidding non-medical personnel from participating in

training courses involving the use of animals.

«HR 1095 IH
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(10) In 2013, the medical school of the Depart-
ment of Defense, part of the Uniformed Services
University of the Health Sciences, replaced anmimal
use within its medical student curriculum.

(11) The Coast Guard announced in 2014 that
it would reduce by half the number of animals it
uses for combat trauma training courses but stated
that animals would continue to be used m courses
designed for Department of Defense personnel.

(12) Effective January 1, 2015, the Depart-
ment of Defense replaced animal use in six areas of
medical training, including Advanced Trauma Life
Support courses and the development and mainte-
nance of surgical and eritical care skills for field
operational surgery and field assessment and skills
tests for international students offered at the De-

fense Institute of Medical Operations.

SEC. 3. REQUIREMENT TO USE HUMAN-BASED METHODS

FOR CERTAIN MEDICAL TRAINING.

(a) IN GENERAL.

Chapter 101 of title 10, United

States Code, 1s amended by adding at the end the fol-

22 lowing new section:

«HR 1095 IH
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“§2017. Requirement to use human-based methods
for certain medical training

“(a) CoMBAT TrRAUMA INJURIES.—(1) Not later
than October 1, 2018, the Secretary of Defense shall de-
velop, test, and validate human-based training methods for
the purpose of training members of the armed forces in
the treatment of combat trauma injuries with the goal of
replacing live animal-based training methods.

“(2) Not later than October 1, 2020, the Secretary—
“(A) shall only use human-based training meth-
ods for the purpose of training members of the
armed forees in the treatment of combat trauma in-
Juries; and
“(B) may not use animals for such purpose.
“(b) ANNUAL REPORTS.—Not later than October 1,
2016, and each year thercafter, the Secretary shall submit
to the congressional defense committees a report on the
development and implementation of human-based training
methods for the purpose of training members of the armed
forces in the treatment of combat trauma injuries under
this section.

“(¢) DEFINITIONS.—In this section:

“(1) The term ‘combat trauma injuries’ means
severe imjuries likely to oceur during combat, includ-
ing—

“(A) hemorrhage;

«HR 1095 IH



S W o N1 N b AW N

|5 R o N S I o e e e e e = S S S U G —
W NN = O N 00 1N W B W N =

6
“(B) tension pneumothorax;
“(C) amputation resulting from blast in-
jury;
“(D) compromises to the airway; and
“(E) other injuries.

“(2) The term ‘human-based training methods’
means, with respect to training individuals in med-
ical treatment, the use of systems and devices that
do not use animals, ncluding—

“(A) simulators;

“(B) partial task trainers;

“(C') moulage;

“(D) simulated combat environments:

“(E) human cadavers; and

“(F) rotations in civilian and military trau-
ma centers.

“(3) The term ‘partial task trainers’ means

training aids that allow individuals to learn or prac-

tice specific medical procedures.”.

(b) CLERICAL AMENDMENT.—The table of sections
at the beginning of chapter 101 of title 10, United States
Code, 1s amended by adding at the end the following new
item:

#2017, Requirement to use human-based methods for certain medical training.”,

«HR 1095 IH
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To amend title 10, United States Code, to require the Seeretary of Defense
to use only human-based methods for training members of the Armed
Forces in the treatment of severe combat injuries, and for other purposes.

IN THE SENATE OF THE UNITED STATES

FEBRUARY 26, 2015
Mr. WyYDEN (for himself and Mr. PETERS) introduced the following bill; which
was read twice and referred to the Committee on Armed Services

A BILL

To amend title 10, United States Code, to require the Sec-
retary of Defense to use only human-based methods for
training members of the Armed Forces in the treatment
of severe combat injuries, and for other purposes.

1 Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Battlefield Excellence

Practices Aet”.

2
3
4
5 through Superior Training Practices Act” or “BEST
6
7 SEC. 2. FINDINGS.

8

(‘ongress makes the following findings:
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(1) The Department of Defense has made im-
pressive strides in the development and use of meth-
ods of mediecal training and troop protection, such as
the use of tourniquets and improvements in body
armor, that have led to decreased battlefield fatali-
ties.

(2) The Department of Defense uses more than
8,500 live animals each year to train physicians,
medies, corpsmen, and other personnel methods of
responding to severe battlefield injuries.

(3) The ecivilian sector has almost exclusively
phased in the use of superior human-based training
methods for numerous medical procedures currently
taught in military courses using animals.

(4) IHuman-based medical training methods
such as simulators replicate human anatomy and
can allow for repetitive practice and data collection.

(5) According to scientific, peer-reviewed lit-
erature, medical simulation increases patient safety
and decreases errors by healthcare providers.

(6) The Army Research, Development and En-
egineering Command and other entities of the De-
partment of Defense have taken significant steps to
develop methods to replace live animal-based train-

ing.
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(7) According to the report by the Department
of Defense titled “Final Report on the use of Live
Animals in Medical Education and Training Joint
Analysis Team”, published on July 12, 2009—

(A) validated, high-fidelity simulators were
to have been available for nearly every high-vol-
ume or high-value battlefield medical procedure
by the end of 2011, and many were available as
of 2009; and

(B) validated, high-fidelity simulators were
to have been available to teach all other proce-
dures to respond to common battlefield injuries
by 2014.

(8) The Center for Sustainment of Trauma and
Readiness Skills of the Air Foree exclusively uses
human-based tramning methods in its courses and
does not use animals.

(9) In 2013, the Army instituted a policy for-
bidding non-medical personnel from participating in
training courses mvolving the use of animals.

(10) In 2013, the medical school of the Depart-
ment of Defense, part of the Uniformed Services
University of the Health Sciences, replaced animal

use within its medical student curriculum.

*S 587 IS
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(11) The Coast Guard announced in 2014 that
it would reduce by half the number of amimals it
uses for combat trauma training courses but stated
that animals would continue to be used in courses
designed for Department of Defense personnel.

(12) Effective January 1, 2015, the Depart-
ment of Defense replaced animal use in six areas of
medical traming, including Advanced Trauma Life
Support courses and the development and mainte-
nance of surgical and eritical care skills for field
operational surgery and field assessment and skills
tests for international students offered at the De-
fense Institute of Medical Operations.

SEC. 3. REQUIREMENT TO USE HUMAN-BASED METHODS
FOR CERTAIN MEDICAL TRAINING.

(a) IN GENERAL.—Chapter 101 of title 10, United
States Code, 1s amended by adding at the end the fol-
lowing new section:

“§2017. Use of human-based methods for certain
medical training

“(a) COMBAT TrRAUMA INJURIES.—(1) Not later
than October 1, 2018, the Secretary of Defense shall de-
velop, test, and validate human-based training methods for

the purpose of training members of the Armed Forces in

*S 587 IS
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the treatment of combat trauma injuries with the goal of
replacing live animal-based training methods.

“(2) Not later than October 1, 2020, the Secretary—

“(A) shall only use human-based training meth-
ods for the purpose of training members of the

Armed Forces in the treatment of combat trauma

injuries; and

“(B) may not use animals for such purpose.

“(b) EXCEPTION FOR PARTICULAR CCOMMANDS AND
TRAINING METHODS.—(1) The Seeretary may exempt a
particular command, particular training method, or both,
from the requirement for human-based training methods
under subsection (a)(2) if the Secretary determines that
human-based training methods will not provide an educa-
tionally equivalent or superior substitute for live animal-
based training methods for such command or training
method, as the ease may be.

“(2) Any exemption under this subsection shall be for
such period, not more than one year, as the Secretary shall
specify in granting the exemption. Any exemption may be
renewed (subject to the preceding sentence).

“(¢) ANNUAL REPORTS.—(1) Not later than October
1, 2016, and each year thereafter, the Seeretary shall sub-
mit to the congressional defense committees a report on

the development and implementation of human-based

*S 587 IS
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training methods for the purpose of training members of
the Armed Forees in the treatment of combat trauma inju-
ries under this section.

*“(2) Each report under this subsection on or after
October 1, 2020, shall include a deseription of any exemp-
tion under subsection (b) that is in force as the time of
such report, and a current justification for such exemp-
tion.

“(d) DEFINITIONS.—In this section:

“(1) The term ‘combat trauma injuries’ means
severe injuries likely to occur during combat, includ-
ing—

“(A) hemorrhage;

“(B) tension pneumothorax;

“(C) amputation resulting from blast in-
jury;

“(D) compromises to the airway; and

“(E) other injuries.

“(2) The term ‘human-based training methods’
means, with respect to training individuals in med-
ical treatment, the use of systems and devices that
do not use animals, including—

“(A) simulators;
“(B) partial task trainers;

“(C") moulage;

*S 587 IS
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“(D) simulated combat environments;
“(E) human cadavers; and
“(F) rotations in civilian and military trau-
ma centers.

“(3) The term ‘partial task trainers’ means
training aids that allow individuals to learn or prac-
tice specific medical procedures.”.

(b) CLERICAL AMENDMENT.—The table of sections
at the beginning of chapter 101 of such title is amended

by adding at the end the following new item:
#2017, Use of human-based methods for certain medical training.”.

)
./
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The Department of Defense (DoD) objects to the proposed language. Without scientific-based evidence
demonstrating the efficacy of training simulators, removing the animal model from the training of DoD
medical personnel could degrade combat trauma care on the battlefield. Imposing a deadline of
October 1, 2020, to end the use of animals will not advance the knowledge or the material solutions to
transition to human-based training techniques any faster than the Department's current research and
development efforts and could result in decreasing combat survival rates.

The DoD is committed to replacing animal-based training techniques without adversely affecting the
quality of care for injured Service members and, as noted in the language of 5.1376, has made strides in
doing so. The DoD's internal working groups, partnerships with industry and academia, and interactions
with international allies continuously improves our knowledge and development of training systems
appropriate to the DoD's operational environment.

The primary impact of $.1376 would be on combat medic training. The medic is the first responder who
provides treatment at the point of wounding. Combat trauma training in the DoD has unique
characteristics compared to the training of civilian medical providers. New DoD medics are generally
less than 20 years of age and within a short time period must learn and perform complex combat
trauma care procedures in chaotic and hostile battlefield environments in which they will not have
access to well-equipped surgical suites and highly-trained healthcare professionals.

Simulation technology is currently not feasible, nor has it been validated, for the training of some
combat trauma procedures. Limitations of simulation systems include changes in tissue dynamics over
time following the onset of injury (e.g., amputation management) and the ability to invoke the response
to save the life of an injured patient. Simulation systems are also limited in that they model a known set
of injuries. However, injury patterns and the corresponding training vary with the operational
environment and anticipated evacuation times. The DoD must maintain the capability of training
medical personnel to respond to those threats faced by our Service members.

Although survival in combat is multi-factorial, the experience and confidence gained by the use of the
animal model in teaching life-saving procedures has contributed to increased battlefield survival rates.
The DoD remains on the path towards replacement of animal models without compromising the quality
of medical training.

Doc.78
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From: (b)6)

To:

Cc:

Subject: RE: DoD views on S. 587

Date: Monday, April 18, 2016 4:27:20 PM

Thanks [*X©)
(b)(6)

————— Original Message-----

From{(B)(6) |

Sent: Monday, April 18, 2016 3:07 PM

To|P)E) | Mason, Patrick A SES OSD OUSD ATL (US)
Cc[b)(6) |

Subject: RE: DoD views on S. 587
Good afternoon|(R)(6)
The informal view remains the same. Updates are not needed.

vir,

(b)(6)

----- Original Message-----

From |[®XO) |

Sent: Friday, April 15, 2016 9:53 AM

To{®)B) } Mason, Patrick A SES OSD OUSD ATL (US)

Cc: Miller, Mary J SES (US); Flagg, Melissa L SES OSD OUSD ATL (US); Ormond, Dale A SES OSD OUSD
ATL (US)|B)(6) | Nievesortiz, Angel L. COL USARMY OSD

OUSD ATL (US); Welby, Stephen P HON OSD OUSD ATL (US)
Subject: FW: DoD views on S. 587

Hi|(b)(6)

Sen Booker's office has a constituent that will be visiting his office to discuss S. 587 the BEST Practices Act.



Below is last year's position paper on the BEST Act. Is this still current that can be shared with the Senator's office
or should it be updated. Updates are needed by Monday, April 18th.

Thanks

The Department of Defense (DoD) objects to the proposed language. Without scientific-based evidence
demonstrating the efficacy of training simulators, removing the animal model from the training of DoD medical
personnel could degrade combat trauma care on the battlefield. Imposing a deadline of October 1, 2020, to end the
use of animals will not advance the knowledge or the material solutions to transition to human-based training
techniques any faster than the Department's current research and development efforts and could result in decreasing
combat survival rates.

The DoD is committed to replacing animal-based training techniques without adversely affecting the quality of care
for injured Service members and, as noted in the language of S.587, has made strides in doing so. The DoD's
internal working groups, partnerships with industry and academia, and interactions with international allies
continuously improves our knowledge and development of training systems appropriate to the DoD's operational
environment.

The primary impact of S.587 would be on combat medic training. The medic is the first responder who provides
treatment at the point of wounding. Combat trauma training in the DoD has unique characteristics compared to the
training of civilian medical providers. New DoD medics are generally less than 20 years of age and within a short
time period must learn and perform complex combat trauma care procedures in chaotic and hostile battlefield
environments in which they will not have access to well-equipped surgical suites and highly-trained healthcare
professionals.

Simulation technology is currently not feasible, nor has it been validated, for the training of some combat trauma
procedures. Limitations of simulation systems include changes in tissue dynamics over time following the onset of
injury (e.g., amputation management) and the ability to invoke the response to save the life of an injured patient.
Simulation systems are also limited in that they model a known set of injuries. However, injury patterns and the
corresponding training vary with the operational environment and anticipated evacuation times. The DoD must
maintain the capability of training medical personnel to respond to those threats faced by our Service members.

Although survival in combat is multi-factorial, the experience and confidence gained by the use of the animal model
in teaching life-saving procedures has contributed to increased battlefield survival rates. The DoD remains on the
path towards replacement of animal models without compromising the quality of medical training.

----- Original Message-----

From{P)(©) |
Sent: Friday, April 15, 2016 9:46 AM

To:[B)E) |

Subject: FW: DoD views on S. 587

Can you see if this is still current?

Thanks

(0)(6)




[©1®)

From: Stella, Michael ] SES OSD OASD LA (US)

Sent: Thursday, April 14, 2016 2:45 PM

To:|(R)6) |
(Us)

Cc: Vitali, Michael R CAPT USN OSD OASD LA (US)

Subject: FW: DoD views on S. 587

Gents,

See request below for views on S. 587. The attached is a view we submitted to SASC last year on the bill. Is this
still the current position? Does it need to be updated? Note that Booker's office needs something by April 21.

Thanks,

From: Rodriguez, John (Booker) [mailto:John_Rodriguez@booker.senate.gov]|
Sent: Thursday, April 14, 2016 2:36 PM

To: Stella, Michael J] SES OSD OASD LA (US)

Cc]b)6) |

Subject: [Non-DoD Source] DoD views on S. 587

(b)(6)

Just wanted some clarification as to DoD's opinion of S. 587 the BEST Practices Act. The House Companion bill is
H.R. 1095. T am cc'ing our defense LA Sophia Lalani. As I mentioned on the phone we have some constituents
coming in on April 21st to discuss this bill and in their emails they have said that DoD is supportive of this
measure. Just wanted to confirm that.

Thanks

John

John Rodriguez

Legislative Correspondent | Foreign Policy and Defense U.S. Senator Cory A. Booker (NJ) | 202.224.3224
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ongress of the nited States
Washington, DA 20510

March 2, 2015

The Honorable Ashton B. Carter
Secretary of Defense

1000 Defense Pentagon
Washington, DC, 20301-1000

Dear Secretary Carter:

First, congratulations on your recent confirmation to serve as the nation’s 25th Secretary
of Defense. The overwhelming and bipartisan nature of the vote is a testament to your
long and distinguished career and the esteem in which you are held.

We are writing today to commend the Department of Defense (DoD) on the steps it has
taken to replace the use of live animals for medical training with more advanced training
methods and to urge the DoD to take similar steps to modernize combat trauma training.

We welcomed last year’s news that the DoD required the replacement of live animal use
in six areas of military medical training effective January 1, 2015. This follows a 2013
decision by the DoD medical school that trains new military physicians to replace live
animal use in its student curriculum. Taken together, these steps bring the military more
in line with the civilian sector, which has overwhelmingly phased out the use of live
animals for medical training.

While we commend these steps in the right direction, we were disappointed to see that a
May 2014 memo from the Assistant Secretary of Defense for Health Affairs did not
address combat trauma training, the largest area of medically unnecessary live animal
use. Each year, more than 8,500 goats and pigs are used in combat trauma training
courses conducted for U.S. military personnel. We have serious reservations about the
killing and maiming of these live animals, particularly when civilian medical centers
have all but eliminated this practice and when medical professionals tell us that modern
simulations and technology meet or exceed medical training requirements.

The DoD already invests in simulators and owns many, including those that replicate the
experience of performing emergency medical procedures — like applying tourniquets and
managing collapsed lungs — on a living trauma patient. We know you believe that our
military personnel should be taught using the most sophisticated methods, and in that
spirit, we urge you to continue transitioning away from the use of live animals in medical
training including combat trauma training. We have also reintroduced our bipartisan,
M
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bicameral legislation, the Battlefield Excellence through Superior Training (BEST)
Practices Act, to help DoD make this transition.

Thank you for your service to our country. We look forward to timely response to this
letter and your plan for continuing the DoD’s transition from the use of live animals in

combat trauma training.

Sincerely,
Ron Wyden Hénry C./*Hank” Johnson
United States Senator Membey/of Congress

CC: Dr. Jonathan Woodson, Assistant Secretary of Defense for Health Affairs
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THE UNDER SECRETARY OF DEFENSE

3010 DEFENSE PENTAGON
WASHINGTON, DC 20301-3010

ACQUISITION,
TECHNOLOGY
AND LOGISTICS

The Honorable Henry C. Johnson MAR 2 2015
U.S. House of Representatives '
Washington, DC 20313

Dear Representative Johnson:

Thank you for your March 2, 20135, letter to the Secretary of Defense regarding the
Department of Defense’s (DoD) use of animals in combat trauma training. I am responding on
behalf of Secretary Carter.

The type and complexity of combat trauma wounds experienced today are far more
severe than in previous conflicts or as seen in civilian medical centers. While the severity of
injury of U.S. Service members in Afghanistan increased from 2005 to 2013, the case fatality
rate decreased during that time period (Rasmussen ef al., 75:2013, J. Trauma and Acute Care
Surgery). Although survival in combat is multifactorial, prematurely changing the Department’s
training practices could result in increased Service member fatalities. As you indicated in your
letter, the Department already invests in and owns many simulators for combat casualty training,
The Department integrates these simulators and other educational tools such as lectures, video
demonstrations, and role play in realistic scenarios to prepare medical providers. from medic to
doctor, to care for the combat-wounded. There are, however, gaps between the skills that can be
gained using current simulation systems and the proficiency and confidence that translates to
performance and resilience on the battlefield. In some DoD programs, animal models fill this
gap and are used to prepare medical providers to save the lives of Service members.

Combat trauma training has unique characteristics compared to the training of civilian
medical providers. The combat medic is the first responder who provides treatment at the point
of wounding. New combat medics are generally less than 20 years of age and, within a short
time period, must learn and perform complex combat trauma procedures in chaotic and hostile
environments, caring for their patients while awaiting evacuation to well-equipped surgical suites
and advanced providers. This is a very stressful environment. Through interactions with
medical training subject matter experts in the Department and academia, we have learned that
optimal combat trauma training requires the trainees to engage in the experience as though they
were on the actual battlefield. To improve the training experience. DoD research and
development efforts have focused on training methodologies. synthetic tissues, 3-D printing
technologies, high-fidelity task trainers and manikins based on human physiology. and virtual
training platforms. These investments have led to training systems with improved realism and
reduced our need for animal models; however, without scientific-based evidence demonstrating
the efficacy of alternatives, the animal model remains a valuable component of combat trauma
training.



The Department of Defense shares your goal of replacing animal models with alternative
training solutions. The Department’s research and development efforts, working groups focused
on alternative training solutions, and interactions with industry, academia, and international
partners ensure that we remain on the path to replacement of animal models as quickly as
possible without compromising the quality of training. If you would like additional information
on the Department’s efforts, we will provide a comprehensive briefing on the strategy to reduce
and replace the use of animal models in the Department’s medical training programs.

An identical letter has been sent to Senator Wyden,

Sincerely,

A

Frank Kendall



THE UNDER SECRETARY OF DEFENSE

3010 DEFENSE PENTAGON
WASHINGTON, DC 20301-3010

ACQUISITION,
TECHNOLOGY
AND LOGISTICS

The Honorable Ron Wyden MAR 2 6 2015
United States Senate
Washington, DC 20310

Dear Senator Wyden:

Thank you for your March 2, 20135, letter to the Secretary of Defense regarding the
Department of Defense’s (DoD) use of animals in combat trauma training. I am responding on
behalf of Secretary Carter.

The type and complexity of combat trauma wounds experienced today are far more
severe than in previous conflicis or as seen in civilian medical centers. While the severity of
injury of U.S. Service members in Afghanistan increased from 2005 to 2013, the case fatality
rate decreased during that time period (Rasmussen et al.. 75:2013, J. Trauma and Acute Care
Surgery). Although survival in combat is multifactorial, prematurely changing the Department’s
training practices could result in increased Service member fatalities. As you indicated in your
letter, the Department already invests in and owns many simulators for combat casualty training.
The Department integrates these simulators and other educational tools such as lectures. video
demonstrations, and role play in realistic scenarios to prepare medical providers, from medic to
doctor, to care for the combat-wounded. There are, however, gaps between the skills that can be
gained using current simulation systems and the proficiency and confidence that translates to
performance and resilience on the battlefield. In some DoD programs, animal models fill this
gap and are used to prepare medical providers to save the lives of Service members.

Combat trauma training has unique characteristics compared to the training of civilian
medical providers. The combat medic is the first responder who provides treatment at the point
of wounding. New combat medics are generally less than 20 years of age and, within a short
time period, must learn and perform complex combat trauma procedures in chaotic and hostile
environments, caring for their patients while awaiting evacuation to well-equipped surgical suites
and advanced providers. This is a very stressful environment. Through interactions with
medical training subject matter experts in the Department and academia, we have learned that
optimal combat trauma training requires the trainees to engage in the experience as though they
were on the actual battlefield. To improve the training experience. DoD research and
development efforts have focused on training methodologies. synthetic tissues, 3-D printing
technologies, high-fidelity task trainers and manikins based on human physiology. and virtual
training platforms. These investments have led to training systems with improved realism and
reduced our need for animal models: however, without scientific-based evidence demonstrating
the efficacy of alternatives. the animal model remains a valuable component of combat trauma
training.



The Department of Defense shares your goal of replacing animal models with alternative
training solutions. The Department’s research and development efforts, working groups focused
on alternative training solutions, and interactions with industry, academia, and international
partners ensure that we remain on the path to replacement of animal models as quickly as
possible without compromising the quality of training. If you would like additional information
on the Department’s efforts, we will provide a comprehensive briefing on the strategy to reduce
and replace the use of animal models in the Department’s medical training programs.

An identical letter has been sent to Representative Johnson.

Sincerely,

— T

Frank Kendall
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