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organizations with common interests are
urged to consolidate or coordinate, and
request time for a joint presentation. No
commercial or promotional material
will be permitted to be presented or
distributed at the public workshop.

Transcripts: As soon as a transcript is
available, FDA will post it at https://
www.fda.gov/Drugs/NewsEvents/
ucmé607276.htm.

Dated: August 8, 2018.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2018-17272 Filed 8-10-18; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2018-N-3009]

Authorization of Emergency Use of a
Freeze Dried Plasma Treatment for
Hemorrhage or Coagulopathy During
an Emergency Involving Agents of
Military Combat; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of an Emergency Use
Authorization (EUA) (the Authorization)
for a freeze dried plasma treatment for
hemorrhage or coagulopathy during an
emergency involving agents of military
combat (e.g., firearms, projectiles, and
explosive devices) when plasma is not
available for use or when the use of
plasma is not practical. FDA issued this
Authorization under the Federal Food,
Drug, and Cosmetic Act (FD&C Act), as
requested by the U.S. Department of
Defense (DoD). The Authorization
contains, among other things,
conditions on the emergency use of the
authorized treatment. The Authorization
follows the June 7, 2018, determination
by the Deputy Secretary of Defense that
there is a military emergency or
significant potential for a military
emergency, involving a heightened risk
to U.S. military forces of an attack with
an agent or agents that may cause, or are
otherwise associated with an
imminently life-threatening and specific
risk to those forces. The Deputy
Secretary of Defense further stated that,
more specifically, U.S. forces are now
deployed in multiple locations where
they serve at heightened risk of an
enemy attack with agents of military
combat, including firearms, projectiles,
and explosive devices, that may cause

major and imminently life-threatening
combat casualties involving
uncontrolled hemorrhage. On the basis
of such determination, the Department
of Health and Human Services (HHS)
Secretary declared on July 9, 2018, that
circumstances exist justifying the
authorization of emergency use of freeze
dried plasma for the treatment of
hemorrhage or coagulopathy during an
emergency involving agents of military
combat (e.g., firearms, projectiles, and
explosive devices) when plasma is not
available for use or when the use of
plasma is not practical, subject to the
terms of any authorization issued under
the FD&C Act. The Authorization,
which includes an explanation of the
reasons for issuance, is reprinted in this
document.

DATES: The Authorization is effective as
of July 9, 2018.

ADDRESSES: Submit written requests for
single copies of the EUA to the Office
of Counterterrorism and Emerging
Threats, Food and Drug Administration,
10903 New Hampshire Ave., Bldg. 1,
Rm. 4338, Silver Spring, MD 20993-
0002. Send one self-addressed adhesive
label to assist that office in processing
your request or include a fax number to
which the Authorization may be sent.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
Authorization.

FOR FURTHER INFORMATION CONTACT:
Michael Mair, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 1, Rm.
4340, Silver Spring, MD 20993-0002,
301-796—-8510 (this is not a toll-free
number).

SUPPLEMENTARY INFORMATION:

I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) as amended by the
Project BioShield Act of 2004 (Pub. L.
108-276), the Pandemic and All-
Hazards Preparedness Reauthorization
Act of 2013 (Pub. L. 113-5), 21st
Century Cures Act (Pub. L. 114-255),
and Public Law 115-92 (2017), allows
FDA to strengthen the public health
protections against biological, chemical,
nuclear, and radiological agents and
other agents that may cause, or are
otherwise associated with, an
imminently life-threatening and specific
risk to U.S. military forces. Among other
things, section 564 of the FD&C Act
allows FDA to authorize the use of an
unapproved medical product or an
unapproved use of an approved medical
product in certain situations. With this
EUA authority, FDA can help assure
that medical countermeasures may be

used in emergencies to diagnose, treat,
or prevent serious or life-threatening
diseases or conditions caused by
biological, chemical, nuclear, or
radiological agents and other agents that
may cause, or are otherwise associated
with, an imminently life-threatening
and specific risk to U.S. military forces
when there are no adequate, approved,
and available alternatives.

Section 564(b)(1) of the FD&C Act
provides that, before an EUA may be
issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of the following grounds: (1) A
determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
with a biological, chemical, radiological,
or nuclear agent or agents; (2) 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 U.S. military forces,
including personnel 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
imminently life-threatening and specific
risk to U.S. military forces;* (3) a
determination by the Secretary of HHS
that there is a public health emergency,
or a significant potential for a public
health emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
U.S. citizens living abroad, and that
involves a biological, chemical,
radiological, or nuclear agent or agents,
or a disease or condition that may be
attributable to such agent or agents; or
(4) the identification of a material threat
by the Secretary of Homeland Security
under section 319F-2 of the Public
Health Service (PHS) Act (42 U.S.C.
247d-6b) sufficient to affect national
security or the health and security of
U.S. citizens living abroad.

Once the Secretary of HHS has
declared that circumstances exist
justifying an authorization under
section 564 of the FD&C Act, FDA may
authorize the emergency use of a drug,
device, or biological product if the
Agency concludes that the statutory
criteria are satisfied. Under section

1In the case of a determination by the Secretary
of Defense, the Secretary of HHS shall determine,
within 45 calendar days of such determination,
whether to make a declaration under section
564(b)(1) of the FD&C Act, and, if appropriate, shall
promptly make such a declaration.


https://www.fda.gov/Drugs/NewsEvents/ucm607276.htm
https://www.fda.gov/Drugs/NewsEvents/ucm607276.htm
https://www.fda.gov/Drugs/NewsEvents/ucm607276.htm
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564(h)(1) of the FD&C Act, FDA is
required to publish in the Federal
Register a notice of each authorization,
and each termination or revocation of an
authorization, and an explanation of the
reasons for the action. Section 564 of the
FD&C Act permits FDA to authorize the
introduction into interstate commerce of
a drug, device, or biological product
intended for use when the Secretary of
HHS has declared that circumstances
exist justifying the authorization of
emergency use. Products appropriate for
emergency use may include products
and uses that are not approved, cleared,
or licensed under sections 505, 510(k),
512, or 515 of the FD&C Act (21 U.S.C.
355, 360(k), 360b, and 360e) or section
351 of the PHS Act (42 U.S.C. 262), or
conditionally approved under section
571 of the FD&C Act (21 U.S.C. 360ccc).
FDA may issue an EUA only if, after
consultation with the HHS Assistant
Secretary for Preparedness and
Response, the Director of the National
Institutes of Health, and the Director of
the Centers for Disease Control and
Prevention (to the extent feasible and
appropriate given the applicable
circumstances), FDA 2 concludes: (1)
That an agent referred to in a
declaration of emergency or threat can
cause a serious or life-threatening
disease or condition; (2) that, based on
the totality of scientific evidence
available to FDA, including data from
adequate and well-controlled clinical
trials, if available, it is reasonable to
believe that: (A) The product may be
effective in diagnosing, treating, or
preventing (i) such disease or condition;
or (ii) a serious or life-threatening
disease or condition caused by a
product authorized under section 564,
approved or cleared under the FD&C
Act, or licensed under section 351 of the
PHS Act, for diagnosing, treating, or
preventing such a disease or condition
caused by such an agent; and (B) the
known and potential benefits of the
product, when used to diagnose,

2The Secretary of HHS has delegated the
authority to issue an EUA under section 564 of the
FD&C Act to the Commissioner of Food and Drugs.

prevent, or treat such disease or
condition, outweigh the known and
potential risks of the product, taking
into consideration the material threat
posed by the agent or agents identified
in a declaration under section
564(b)(1)(D) of the FD&C Act, if
applicable; (3) that there is no adequate,
approved, and available alternative to
the product for diagnosing, preventing,
or treating such disease or condition; (4)
in the case of a determination described
in section 564(b)(1)(B)(ii), that the
request for emergency use is made by
the Secretary of Defense; and (5) that
such other criteria as may be prescribed
by regulation are satisfied.

No other criteria for issuance have
been prescribed by regulation under
section 564(c)(4) of the FD&C Act.
Because the statute is self-executing,
regulations or guidance are not required
for FDA to implement the EUA
authority.

II. EUA Request for a Freeze Dried
Plasma Treatment for Hemorrhage or
Coagulopathy During an Emergency
Involving Agents of Military Combat
When Plasma Is Not Available for Use
or When the Use of Plasma Is Not
Practical

On June 7, 2018, the Deputy Secretary
of Defense determined that ““there is a
military emergency or significant
potential for a military emergency,
involving a heightened risk to U.S.
military forces of an attack with an
agent or agents that may cause, or are
otherwise associated with an
imminently life-threatening and specific
risk to those forces.” The Deputy
Secretary of Defense further stated that,
““[m]ore specifically, U.S. [florces are
now deployed in multiple locations
where they serve at heightened risk of
an enemy attack with agents of military
combat, including firearms, projectiles,
and explosive devices, that may cause
major and imminently life-threatening
combat casualties involving
uncontrolled hemorrhage.” On July 9,
2018, under section 564(b)(1) of the
FD&C Act, and on the basis of such

determination, the Secretary of HHS
declared that circumstances exist
justifying the authorization of
emergency use of freeze dried plasma
for the treatment of hemorrhage or
coagulopathy during an emergency
involving agents of military combat
(e.g., firearms, projectiles, and explosive
devices) when plasma is not available
for use or when the use of plasma is not
practical, subject to the terms of any
authorization issued under section 564
of the FD&C Act. Notice of the
declaration of the Secretary of HHS was
published in the Federal Register on
July 16, 2018 (83 FR 32884) and a
correction was published in the Federal
Register on July 31, 2018 (83 FR 36941).
On July 9, 2018, DoD requested, and on
July 9, 2018, FDA issued, an EUA for
Pathogen-Reduced Leukocyte-Depleted
Freeze Dried Plasma manufactured by
the Centre de Transfusion Sanguine des
Armées (CTSA) (for purposes of this
EUA, “French FDP”’), subject to the
terms of the Authorization.

II1. Electronic Access

An electronic version of this
document and the full text of the
Authorization are available on the
internet at https://www.regulations.gov.

IV. The Authorization

Having concluded that the criteria for
issuance of the Authorization under
section 564(c) of the FD&C Act are met,
FDA has authorized the emergency use
of a freeze dried plasma treatment for
the treatment of hemorrhage or
coagulopathy during an emergency
involving agents of military combat
(e.g., firearms, projectiles, and explosive
devices) when plasma is not available
for use or when the use of plasma is not
practical, subject to the terms of the
Authorization. The Authorization in its
entirety (not including the authorized
versions of the fact sheets and other
written materials) follows and provides
an explanation of the reasons for
issuance, as required by section
564(h)(1) of the FD&C Act.

BILLING CODE 4164-01-P
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ADMIRIBTIRATIIHN

July 9,2018

Robert E. Miller, Ph.D.

Benmior Regulstory Affairs Advisor

Othice of Regulated Activities

Drepartment of the Army

Headguoarters; U5, Army Medieal Research and Materie! Command
1430 Veterans Drive

Fart Detrick; MD 217025000

Brear P Miller;

This letter is inregponse to your request that the Food and Drug Administration (FDA) issué an
Emergency Use Authorization (EUA) for emergency use of Pathogen-Reduced Levkooyte-
Depleted Freeze Dried Plasma manufactured by the Centre de Transfusion Sanguime des Armees
{CTSAY (for purposes of this EUA, “French FDP™Y for 1.8, military forces” for the treatment of
hemorrhage or coagulopathy during an emergeney involving agents of military combat {e.g.,
firearms, projectiles, and explosive deviees) when plasma is not available for use or when the use
of plasmais not practical, pursuant 1o section 564 of the Federal Food, Drog, and Cosinetic Act
{the Acty (21 L1.8.C, § 360hbb-3)°

On:June 7, 2018, pursuant to section 564(b Y 1HBLof the Act{21 U.S.C. & 360bbb-3b Y IMBL,
the Deputy Seeretary of the Depariment of Defense (Dol determined that there is 2 military
emergency orsignilicant potential for a military emergency, nvolving a heightened risk to U8,
military forees of anattack with an agent or agents that may cause, or are otherwise associated
with an imminently life-threatening and speei fic risk 1o those forces.”™™ ™ Pursuant fo section

O 'the date of issuance of this EUA; the awthorized French FDP product anderthis FUA vefers specifically 1o
French FIP product thar is manatactured using French-dértved, puitiopén-seduced, Doakiooyie-Deplersd Tresh frdeen
plasma (FEP) As discossed m Scetion 1of this fetter, at this tine the suthorized French PP produet under this
EUA does not include French FDP that s manufcisred using Departiment of Tielense (Dol Nederived plasma or
other L8 -derived plasma:

L ¥or purposes of this EUA, 1o meet Dob) military needs *L1S, military forces”™ may include V.8, troops and militars
members of an allied force orother personnel operating with Dol Adso, for purposes of this EUA, 1L anticipated
that VS, miliary medical personnel rained in the wse of French FDRP will administer the authorieed French FOF w
Lib o miliary forces, However, I thie event the operational eivironmont prevents such administration, it is possible
that prhey trained UL8, military forces wiay need fo administer the awthorized French FDP during an emergency s set
Forth i this authorization.

 Atthe thme of fusuance of this BUA, French FDP was approved in at Teastone country .6, France) but not
approved ncthe UBS. This BUA, tchuding g Conditions of Authorization in Section TV, applies anly 1 French FDP
product that is manafactured and distribued by Centre de Transfosion Sunguine des Armides [CTSA and ity
duthorized agentis) specifically for Dol procurementand further Dol distibution, stockpiling, and wse during an
emergency‘as set forthobn thivsuthorization

* DoD. Letter to the FIHS Secretory fsulng o determinttion of e williiary emereency, prsienifivant potential fov g
milftary emergency; and requesting a declaration wader sectfon 564 gl the Federal Food, Drug, and Cosmetic Aot
Jume 7. 2B,
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S6HbI(1) of the Act (21 L1L8.C. § 360bbb-3(b)(1)), and on the basis of such determination, on
July 9, 2018, the Secretary of the Depariment of Health and Human Services (HHS) then
dectured that circumstances exist justifying the suthorization of emergency use of FDP Tor the
treatmetit of hemorrhage or coagulopathy during an emergency hvvolving agents of military
combat {e.z, firearns, projectiles, and explosive devices) when plasima is not available foruseor
when the use of plastoa v notpractical, subject to- the terms of any authorization issusd under 21
U:S:C, §360bbb-3(a).”

DoD requested this EUA so thet Frentch FDP, which is not FDA-spproved, mav be distributed
and held by Dol for preparedncss purposes in advance of an actual threat of agents of military
combat {e.g., firearms, projectiles, and explosive devices) that nigy cause, or are otherwise
associated with, an imminently life-threatening and specific risk to U.S. military forces, with the
intent that it may beadministered by U8, military medical personne! during an gvent or post-
event for the treatment of hemoirhage or codgulopathy caused by exposure to such agents when
plasma is notavailable for use orwhen the use of plasma is not practical. An BEUA s nesded to
facilitate DoD pre-event planning and preparedness activitios related to the use of this
unapproved product to enable activities to support rapid administration of freatment during an
avtual emergency event involving the threat of agents of militdry combat {e.g., firearms,
projectiles, and explosive devices that may cause, or are otherwise associnted with, an
imminently life-threatening and specific visk to LL8. military forees.

This EUA is important for supporting military emergency response because it enables rapid
mitiation of treatment with French FDP during an emergency involving agents of military
counbat {e.., firearms, profectiles; and explosive devices) that may cause, or are otherwise
associated with, an tmminently life-threatening and specifie risk to U8 military forces, without
FDA or Dol huving to take further action with respect to otherwise applicable requivements
urider federal faw.

Having concluded that theeriteria for issuanceof this suthorization under section 564 ofthe
Act{2] ULB.CL § 360bbb-3(c)) aremet. Lam authonizing the emergencyusé ol French FDP{as
described in the Scope of Authorization section of this letter (Section 1 in the specified
population for the treatment ot hemorthage or coagulopathy during an emergency involving
agents of military condbat {e.g., fircarms, projectiles, and explosive devices) that niay cause, or
are otherwise associated with, animminently hfe-theeatening and specific nisk o VS military
forces when plasma is pot available for use or when the use of plasma i not practical, sabject o
the terms of this authorization,

* Avamended by HR 4374 (Pub. L. No. 11592, Decembier 12,2017, under section SHMHEI D) of ihe At The
Secretary of Defense may make a defermination that there is o military emerpency, ora sienificant potantial fora
mailitary emergency; involving wheightened risk to United States militery forees, including persommel operating
under the authority of title 10 ortitle 50, of avack with-—(i) a biological, cheniical, radiological, or miclear apent or
agents; of (i) an-agent o agents that may cause, orare otherwise associated with, an inmminenthy Hle-threatening
and spéeific risk 1o United States witlitary Torces,

“When the Dol} Secretary makes such g determination, the Secretary of Health and Human Services (HES) shall
determine “within 45 calendar davs of suchidetermination, whether 1o nake a declaration that circumstances exist 1o
Justify EUA Bsstance and, appropriate, shall prompthy make such o declaration.

YHHS. Deelavation that Circumstanves Exist Justiving an Anchorization Pursiant 1 Seciion 564 of the Federal
Foed, Drug, and Cosmetic Act, 20 USC 8360bbb:31) July 9, 2015
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This EUA applies in all circumstances when DoD) reasonably believes that there is 5 need to
store, distribute, and/or adnvinister the authorized French FDP inan emerpency because of US.
military forces’ known, suspected, or likely imminert exposure W agents of military combat
{e.g., Brearms, projectiles, and explosive devices) that may cause, or are otherwise associated
with, an bminently life-threatening and specific risk to U8, military foroes.

L. Criteria Tor Issuance of Authorization

I have concluded that the emergency use of French FDP for the weaument of hemorhiage o
coagulopathy during an emerpeney invelving agents of militery combat {e.g., firearms,
projectiles, and sxplosive devices) that may cause, or are otherwise associated with, an
imminently life-threatening and specific risk to U 8. military forces when plasma is not available
for uge or when the usc of plasma I8 not practical in the specified population meets the criteria
forissuance of an authorization under section 564{cyof the Act, beeause | have concluded that:

Lo Anemergency involving agents of military combat fe.g., fircarms, projectiles, and
explosive devices) may cause, or otherwise be assoeiated with, sn innninently Hie-
threstening and specific rigk to L8, military forces, specifically hemorrhage or
congulopathy when plasma is not available for use or when the use of plasma is not
practical, a serious or life-threatening disease or condition to humans exposed to these
agents;

2. -Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that French FDP, when used in accordance with the Scope of Authorization, may be
effective for the treatment of hemorrhage or coagulopathy during an emergency
involving agents of military combat {e.g., firearms, projectiles, and explosive devices)
when plasma is niot available for use or when the usé of plasma is not practical, and that
the known and putential benefits of French FDP for this use outweigh the knows and
potential risks of such product; and

3. There is no adequate, approved, and available alternative to the emergency use of French
FDP for the treatmient of hemvrrhage or codgulopathy duting s emérgency mvolving
agents-of military combat {e.g.; fircarms, projectiles, and explosive devices) when plasms
is not avaitable for use orwhen the use of plasma is not practical.®

i1 Scope of Authorization

Phave concluded, pursuant & section S64(d) 1) of the Act, that the Svope of this authorization is
limited to the use of the suthorized French FDP for LLS, military forces for the treatment of
humbrthage or coagulopathy duting an emergency involving agents of military combat {e.g.,
fireavms, projectiles, and explosive devicesy when plasma is not available for use or when the
use of plasma 18 not practical. The smergency vse of the anthorized French FDP product under
this EUA must be conststent with, and may not exceed, the terms of this lefter, including the
seope and the conditions of autherization set forth below,

b No ather orteria of ssuance have been preseribed by regulation under section 564{cH 4 of the Ack
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The Authorized French FDP:

Fam guthorizing the use of French FDP. French FDP is g biologic product fo be used for US,
miltitary forces for treatment of hemorrhage or coagulopathy during an emergeney involving
agents of military combat (¢.g., firearms, projectiles, and explosive deviees) that may cause, or
are otherwise associated with, an imminently Bie-threatening and specific risk o U8 miliuey
furces when plasma is not available for use or when the pse of plasma 15 not practical * Dol
may request the authorization of additional sources of plasma (e, DoD-derived or other US.-
derived) for French FDP, which mav beauthorized by FDA in consultation with, and with
congurrence of, the Office of Blood Research and Review (OBRRYCenter for Biologies
Evalugtion and Research {CBER), the Counterterrorismy Office {(CTYOHice of the Center
Diirector (ODYCBER, and the Office of Counterterrorism and Brmerging Threats (OCETHOice
of the Chief Scientist (OUSYOfice of the Commissioner (00, 1®

The current formulation of the authorized French FDP isa lvophilized, Leukouyte-Depleted,
pathogen-reduced {Intercept-treated), pooled apheresis fresh frozen plasmn (FFP) product
collected from volunteer donors. The swthorkzed French FDP is a packaged unit, which includes
a bottleof freeze dried plasma; 200 mb ofwater forinjection, atransfer set, and anintravenous
nfusion setspecially designed for sdministration by U8, military medical persommel, When
reconstituted, the volume of the authorized French FDP is equivalent to 210 mL of human
plasina. One or more units are infused under the divect caré of LS. military medical personnel;
repeat administration may be necessary untit evacoation 1o definitive care Iy possible, French
FDF does not reguire refrigeration and is'supplied in a form compatible with the logistical
constraints of a military operational environment.

The authorized French FDP, and any sources of plasma for the manufacture of French FDP thar
are authorized at 4 later time under this EUA, are suthorized to be distributed by DoD for pre-
event stovage and further redistribution, if appropriate, and for post-event storage, distribution,
and administration, when packaged in the authorized packaging and with the authovized labeling
{eg., carton and container Igbels, fact shoets; and technical notice and summary of product
characteristics).

Theauthorized French FDP is authorized 1o be administered without a prescription and by US.
mititary medical personnel under this EUA, despite the foct that it does not meel certain
requirements otherwize reguired by federal Taw,

The authorized French FDP is authorized to be accompanied by the authorized labeling in
consultationwith FDA and DoB. The authorized French FDP iz also authorized to.be

Y Dol resument and management of bemordhage or coagulopathy subseguently may inelnde other supportive
weasures and trertmients, including evacoation o delinilive cire,

¥ O the date of tssoance of this EULA, French FDP using DoDrderived or other US-derived plasma was not
authorized for use under this EUA. However, Dol may request anthorization under this EUA of French FDP using
Daby-derived orother U8 ~derived plasma st a fater thne. TEDA authorives use'of DoD-derived sroflier U8
derived plasma based on g review of the seientific dats, communication about such authorization will be posted on
FDA’s ELIA website at the thme of amendment of this EUA (ecg. through w memorandum and updated EUA Faet

Sheets). Bipe ey Atk gov BmerpeneyPrepmeihees Cmpiterierorir pomn R T568 lype:
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aceompanied by the following information pertainiiig to the emergenicy use, which is authorized
to be made available to U3, militery medical persommel and 1.3, military forces {("recipleints™ to
facilitate understanding of the treatment of hemorrhage or coagulopathy during an emersenty
involving agents of military combat {e.g., firearms, prajectiles, and explosive devices) when
plasma is not available for use or when the use of plasma is not practical, the risks and benefits
of French FDP, and proper administation:

e Fact Sheet for LUS, Militey Medical Personnel
#  Fact Sheet for Recipients

Other Fact Sheets developed by Doly in consultation with, and with conéurrénce of,
OBRR/CBER, CT/ODVCBER, and OCET/OUS/OU may be authonized o sccompany the above
described French FDP and to be made available to ULS, miflitary medical personnel and 1.5,
military forces, as appropriate.

As deseribed in Section IV below, Dol is also authorized to make available additional
information relating to the emergency use of the suthorized French FDP that is reasonably
consistent with, and does not exceed, the terms of this letter of authorization.

Authorized French FDP is authorized to have its manufacturer labeled expiry dating extended by
OBRR/CBER, CT/OD/CBER, and OUET/OCS/OC based on scientific data supporting sach an
extension.

Fhave concluded, pursuant to section S64(d)2) of the Act, that it is reasonable fo believe that the
known and potential benefits of the authorized French FDP in the specified population, when
used for the treatment of heniorrhiige or coagulopathy during 4n emergency involving agents of
military-combat {e.g., fircarms, projectiles, and explosive devices) when plagma s not available
for use or when the use of plasma is not practical, when used consistently with the Scope of
Authorization of this letier {(Section 1), outweigh the known and potential risks of such a
product.

Phave concluded, pursuant 1o section 564(d¥% 31 of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable o believe that the authorized French FDP may
be effective i the weatment of hemoirhage or codgulopathy ditring 4n emergeney involving
agents of military combat {e.g., Tirearms, projectiles, and explosive devices) when plasma is not
available for use orwhen the use of plaseia I8 not praciical; when used consistently with the
Scopeob Authorization of this letter (Section 1Y, purspant 1o section S64e 2 A) of the Act

FEA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section Tabove, and concludes that the authorized
French BDP. whet used for the tredtment of hemorrhage or coapalopathy during an emergency
invelving agents of military combat (e.g, Girearms, projectiles, and explosive devices) when
plasmia s not available for use or when the use of plasma is not practical in the specified
population (as described in the Scope of Authorization of this letter (Section 1)), meets the
criteria set forth in section 564{c) of the Act concerning safety and potential effectiveness,
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The emergency use of the avthorized French FDP product under this EUA must be consistent
with, and may not exceed, the terms of this letter, inchuding the Scope of Authorization (Section
{1y and the Conditions of Awthorization {Section. IV, Subject o the terms of this EUA and under
the circumstances set forth in the Deputy Sceretary of Defense’s determination described above
and the Secretary of HHE's corresponding declasation under section 564(b)( 1%, the French FDP
described above is authorized for the treatment of hemorrhage or cospulopathy during an
emergency involving agents of military combat {e.g.. firearms, projectiles, and explosive
devices) when plasma is not available for use or when the use of plasma is not practical in the
specified population.

This EUA will.cease 1o beeffective when the HHS declaration that circumstances exist fo justify
the EUA is terminated under section S64(b)} 2y of the Avt or whenthe UM ds revoked vndesr
section 564({g) of the Act,

HL Wabver of Certain Requirements

This etter authorizes use of French FDP previgusly manufactured by CTSA under U8,
Govesnment contract as of the date of this letier, as well as authorized French FDP that may be
munufactured by CTSAvnder US, Governmient contiact after such date.

The suthorized French FDP should be held fn accordance witli the manufactuser’s Tabeled and
appropriate product storage conditions for the product {Le, when possible, at temperatures
between 2°C (36°F) and 8°C (46°F), with excursionis permitted fo 25°C (77°F), protected from
light). However, to enstire the delivery and availability of the authorized French FDP during an
emergency involving agents ol military contbat {e.g., fireaniis, projectiles, and éxplosive
devices) when plasma isnot available for use or when the use of plasma is not practical and
when there is a decision on the part of Dol to distributé and administer the product under the
terins of this BUA, the authorized Fronch FDP may require transportation andior femporary
storage for rapid administration without the capacity to mamtain labeled storage conditions inthe
midst of the response. Significant excursions from the labeled storage conditions should be
documented to the extent practicable given the circumstances of an pmergency,

V. Conditions of Authorization

Pursuant to section 364 of the Act, | am establishing the followipg conditions on this
authorization:

Dol
A, DoD will distribute the authorized French FDP vnder its direction fo the extent such

decisions are consistent with and do not exceed the terms of this lefter, including
distribution with the duthorized labeling.
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B, Through a process of inventory control, Dol will maintain records regarding
distribution underits divection.of the authorized French FDP {iLe, ot numbers,
guantity, receiving site, receipt- datel,

€ Dol will ensure that the terms of this EUA are made available 1o applicable DoD
components through applicable Dol communieation channels and procedures.!’ DD
will provide applicable DoD components a copy of this letter of suthorization, and
communicate to gpplicable Dol components any subsequent amendments that mipht
be made to this letter of authorization and s suthorized aceompanying materials (g8,
Fact Bheets).

B Dolrwitl inform applicable Dol components that the authorized French FDP may be
used only for U8, military forces {or the treatment o hemorrhage or coagulopathy
during an emergency invelving agents of military combat (.., firearms, projectiles,
and explosive devices) when plasma iz pot available for use or when the use of plasma
is not practical.

E. Dol will be responsible for suthorizinig components dcting as part of g DoD) response
to adwinister the authorized French FDP in accordance with the terms of this EUA,
including instrocting such components about the ferms of this EUA with regard to pre-
event storage and distribution and post-event storape, distribution, and administeation,
and for instructing them about the means throngh which they are 1o obtain and tise the
authorized French FDP.

B DoD will train applicable DoD components and/or’ personnel on the ase of the
authorlzed French FDP in accordence with this BEUA and any applicable DoD
procedurés or protocols,

G, Dol will make available to applicable Dol components through applicable Dol
conununication channels and procedures the authorized Fact Sheet for U.S. Military
Medical Personnel, the authorized Fact Sheet for Recipients, and any other Fact Shects
that FDA may authorize, as well as any authorized smendments thereto. ™ UK. military
forces administering the authorized Prench FOP will ensure that the authorized Fact
Sheet for Recipients has been made available to U8 military forces that receive
French FDP through appropriate means, to the extent feasible given the emergency
circumstances. Under exigent circomstances, other appropriste means for
disseminating these Fact Sheets may boused.V

H. DoDymay request changes to the authorized Fact Sheet for U.S. Military Medical
Persormel and the authorized Fact Sheet for Recipients and may request the

¥ ¥or example, Hirough pre-deployment raining. bard copy. wib posting, et

= rorexample. through pre-deployniont fraimng, hiard copy, web posting, efc.

" FDA recognizes that the complex envivomment in which Frenoh FDP may be used moy prevent dissemination of
Fact Sheets at the time of use of the French FDP. Therefore, “other approprigie means™ may include activities such
as Dol} components sharing the Fact Sheet for Reciptems with UR. miliary forces in pre-deployment orother
teaining.
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development of additional Fact Sheets, Such requests-will be made by Dol¥ in
consultation with,.and réquive concomence of, OBRR/CBER, CT/ODVCBER, and
OCETIOUS/ O,

I Dol is authorized to issue additional recommendations and instroctions related to the
emergeney use of the authotized French FDP as described i this letier of
authorization, to the extent that additional recommendations and instroctions are
necessary o meet military needs during an cmergencv involving avents of military
combat {.g., firearms, projectiles, and explosive devices) when plasma s not avatlable
for e of when the use of plesma s not practical when they are reasonably consistent
with the guthorized emergency use of the product

1o DoD may request changes to the avthorized labeling (e.g., cardon and container labels,
label on each packaged unit, techmieal notice and summary of product characteristicsy and
authorized packaging Tor the authorized French FDP, or to the manufacturing, labéling,
and packaging processes of CTSA of its authorized agent(s) for the authorized product.
Such requests will be made by Dol in consultation with, and require concurrence of,
OBRRAUBER, OD/CT/CBER, and OCET/OCSOC,

Ko Dol may request the authorization of additional sources of plasma {e.e., DoD-derived or
other LiS.-derived) of the authorized French FDP under this BUA. Siich fequests will be
made by Dol in-consultation with, and require concurrence of, OBRR/CRER,
OVCT/CRER, and OCET/OCS/OC,

L. Dol will inform applicable DoD components about the need 1o have a process in place
for performing adverse event monitoring and compliance activities designed to ensure
that adverse events and all medication crrors associsted with the use of the authorized
French FDP are reported to FDA, to the extent practicable given emergency
circumstances, as follows: complete the MedWatch FDA Form 3500 online at
s Ll oo msdiiely, by using e postage-paid MedWaich Form 3500 {available at
s wreweacerssdate Bl enlseitnedmedente B e i T S Y, O
by calling 1-800-FDA-1088, Submitted reports should state that French FDP was used
under an EUA: DoD will conduct any follow-up requested by FDA regarding ndverse
events, to the extent feasible given the emergency Chrcumstances,

ML Dol will ensurethat the authorized French FOP fs distributed $or use under its direction
within the expiry dating on the manufacturer’s labeling, 1WFDA authorizes any expley
dating extensions of the suthorized French FOP under this BUA, Dol will fnform
applicable Dol) components holding andior receiving the authorized French FDP of
such extensions and any conditions velated 1o svch extensions under this EUA. DoD will
maintain sdequate records rogarding the expiry dates by which authorized French FDP
may be used.

N, Dol will inform CT8A about this EUA and its'Conditions of Atithorization, including
the Conditions Related to Deseriptive Printed Materdal outhined below.
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O, Dol will ensure that any reconds associated with the use of this product under this BUA
are maintained, o the extent feasible given the emergency circumstances, until notificd
by FOA. Such records will be made available 1o FDA for inspection upon request;

P, Dolywill facilitate FDA inspéctions of the French FDF manufacturing facility in the
future at a mutually agresable date,

Q. Dol will post on its website the following statement: “For information shout the FDA-
authorized emergeney use of the Freeze Dried Plasma manufactured by the Centre de
Transtusion Sanguine des Armes (French FDPY, please see;

bt s Tnpere o Unuicner s oo 82508

R. DoD will prompily notify FDA of any sospected or eonfirmed quality, manufacturing,
distribution, snd/or other issues with the authorived French FDP slwhich 3 hecomes
aware

3. Upon request by FDA, DoD will make svailable any records maintained In connection
with this Jetter,

Conditions Related to Deseriptive Printed Material

T. Alldescriptive printed matter relating o the use of the authorized French FDP shall be
consistent with the Fact Sheets, as well as the terms set forth inthis EUA and the
applicable requirements set forth in the Act and FDA repulations,

U. All descriptive printed matter relating to the use of the authorized French FDP shall
clearly and conspicuously state that:

# This product hags not been FDA approved or cleared;
s This product has been suthorized by FDA under an EUA for use by Dolx

e This product has been authorized only for the reatment of hemorthage or
eoagulopathy during an emergency involving agents of millary combat (e g,
firearms, projectiles, and explosive deviges) when plasia is not gvailable for useor
when the useof plasmais ot practivel; and

= This product is only authorized for the duration of the declaration that cireummnstances
exist justifving the authorization of the emergency use of FDP for the treatment of
hemorrhage or coagulopathy during an emergency involving apents of military
combat {e.g., firearms, projectiles, and explosive devices) when plasma is not
available for use or when the use of plasma is not practical, under section 564(b)3(1)
ofthe Act; 21 U500 8 360bbb<3(B)1), unless the anthiorization is ferminated or
revoked sooner

No descriptive printed matter relating to the tse of the authorized French FDP may vepresentor
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sugpest that this product is safe or effective for the trestment of hemorthage or coagulopathy
during an emergency involvingagents of military combat {e.., firearms, projectiles, and
explosive devices) when plasma isnot available for use or when the use of plasma s not

practical.

The emergency use of the authorized French FDP a8 doscribed in this Jefter 6F authorizaiion

must comply with the conditions and all other terms o this suthorization,

V. Duration of Authorization

This BUA will be effective until the declaration that ciroumstances exist justifving the
authorization of the emergency use of FRP for the treatment of hemorthage or coayolopathy
during 4 eimergency involving agonts of military combat (e, frearms, projectiles, and
explosive deviees) when plasma is not available for usé or wheiy the se of plasma fs not
pragtical i3 terminated under section S64(b3(2) of the Act or the FUA ts revoked under section

564{g) of the Act.

Enclosures

Dated: August 7, 2018.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2018-17303 Filed 8—10-18; 8:45 am]
BILLING CODE 4164-01-C

Sineerely,

it e

. - N ‘
Rachel E. Sherman, M.DL MPH.
Principal Deputy Commissioner of Food and Drugs

ACTION: Notice.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2018-N-2876]
Fougera Pharmaceuticals, Inc., et al.;

Withdrawal of Approval of 20
Abbreviated New Drug Applications

AGENCY: Food and Drug Administration,
HHS.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
withdrawing approval of 20 abbreviated
new drug applications (ANDAs) from
multiple applicants. The holders of the
applications notified the Agency in
writing that the drug products were no
longer marketed and requested that the
approval of the applications be
withdrawn.

DATES: Approval is withdrawn as of
September 12, 2018.

FOR FURTHER INFORMATION CONTACT:
Trang Tran, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire

Ave., Bldg. 75, Rm. 1671, Silver Spring,
MD 20993-0002, 240—-402-7945,
Trang. Tran@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: The
holders of the applications listed in the
table have informed FDA that these drug
products are no longer marketed and
have requested that FDA withdraw
approval of the applications under the
process described in § 314.150(c) (21
CFR 314.150(c)). The applicants have
also, by their requests, waived their
opportunity for a hearing. Withdrawal
of approval of an application or
abbreviated application under
§314.150(c) is without prejudice to
refiling.

Application No.

Drug

Applicant

ANDA 060133 .......ccevvriienne

Chloramphenicol Ophthalmic Ointment, 1% ...................

Fougera Pharmaceuticals, Inc., 60 Baylis Rd., P.O. Box

ANDA 060572 .......c.ccvvuvennne
ANDA 061107 ...cooovveienne
ANDA 061988 .........coeuvenne
ANDA 072097

ANDA 072098
ANDA 074334

ANDA 074874 ......cccovvrueenenne

Mycolog Il (nystatin and triamcinolone acetonide) Oint-
ment USP, 100,000 units/gram (g) and 0.1%.

Hydrocortisone Acetate and Neomycin Sulfate Oint-
ment, 0.5%/0.5% and 1.5%/0.5%.

Polycillin (ampicillin) Capsules, 250 milligrams (mg) and
500 mg.

Cap-Profen (ibuprofen) Tablets USP, 200 mg (White) ...

Ibuprofen Tablets, 200 mg (Brown)

Vecuronium Bromide for Injection, 10 mg/vial and 20
mg/vial.

Pentoxifylline Extended-Release Tablets, 400 mg

2006, Melville, NY 11747.

Mylan Pharmaceuticals, Inc., 781 Chestnut Ridge Rd.,
P.O. Box 4310, Morgantown, WV 26504.

Fougera Pharmaceuticals, Inc..

Bristol-Myers Squibb Co., P.O. Box 4000, Princeton, NJ
08543.

L. Perrigo Co., 515 Eastern Ave., Allegan, MI 49010.

Do.

Watson Laboratories, Inc., Subsidiary of Teva Pharma-
ceuticals USA, Inc., 425 Privet Rd., Horsham, PA
19044.

Pliva, Inc., Subsidiary of Teva Pharmaceuticals USA,
Inc., 425 Privet Rd., Horsham, PA 19044.
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