“SOLE SOURCE” PROCUREMENT JUSTIFICATION

Sole source purchases are goods and services available from only one vendor. There may be just one
vendor because of patents or copyrights or simply because the vendor is the only one which supplies the
good or service. Using Department must provide a written explanation as to why only this particular
product/service is acceptable and why no other will be suitable or acceptable to meet the need. A quote
must accompany this form.

Department name: _ Health and Human Service

L

2
3
4

Name of product or service: NARCAN Nasal Spray $125.000

Name of product manufacturer: __ Adapt Pharma. Inc.

Name of “sole” product supplier or service provider: Adapt Pharma, Inc.

Describe in general terms the product/service you are requesting and the intended
application.

DAC-HHS would like to purchase a nasal administration non-assembly naloxone
treatment unit to dispense to none traditional first responders. Naloxone is a drug that
blocks or reverses the effects of opioids overdose in emergency situations. DAC-HHS
has received funding by the Substance Abuse and Mental Health Services Administration
(SAMHSA) to purchase, store, and distribute naloxone throughout Dofia Ana County.
SAMHSA mandates the use of a naloxone device that is approved by the Food and Drug
Administration (FDA).

Describe the unique features/capabilities/characteristics that distinguish it from other
products/services.

NARCAN (nasal spray) is a needle-free device which is ready-to use, this product
requires no assembly or priming unlike other naloxone delivery methods. There are no
needles which make it easy to use by non-traditional first responders. Given the risk of
blood borne pathogens the nasal delivery method reduces the chance of these types of
exposures because individuals administering the drug do not have to inject the naloxone
into the user. Narcan is the only Food and Drug Administration approved device for nasal
administration of naloxone.

How did you determine there was only one source for the product or service? Provide
information on the research that was performed to locate suppliers for this product(s) or
service(s). (Please furnish names, addresses and other documentation).

DAC-HHS researched products online and contacted the following pharmaceuticals
companies; Adapt Pharma, Amphastar Pharmaceuticals, Kaléo Pharma, Mylan N.V., and
Pfizer Pharmaceuticals.



Adapt Pharma (Tele: 1-844-232-7811) offers a product with no assembly, no priming,
or no injection required when administering naloxone. Adapt Pharma delivers naloxone
treatments in a ready to use out of the package nasal spray.

Kaléo Pharma (Tele: 1-804-545-6360), 111 Virginia St, Richmond, VA 23219, offers an
auto-injector naloxone delivery system, contacted vendor to confirm they do not offer
nasal delivery naloxone applications. Amphastar Pharmaceuticals, Inc. (Tele: 1-800-
423-4136), 11570 6th Street Rancho Cucumonga, California 91730, contacted vendor to
confirm they do not offer nasal delivery naloxone application. Pfizer Pharmaceuticals
(tele: 1-800-533-4535), 235 East 42fi Street NY, NY 10017, contacted vendor to confirm
they do not offer a nasal delivery naloxone application. Mylan N.V. (tele: 1-800-533-
4535), 1000 Mylan Blvd Canonsburg, PA 15317, contacted vendor to confirm they do
not offer a nasal delivery naloxone application.

7. What product supplier or service provider has your Department used until now to satisfy
similar requirements?

Our department submitted a sole source justification for purchased NARCAN in the past.

3 s

Signature of DepartmenfHead /Ddte

(Attach Quote and Use Additional Sheets As Necessary)
**This form is used by Purchasing Department to determine if a “Sole Source” procurement criterion is met.
Completing this form does not guarantee approval of this type of procurement.
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Date Eebruary 22, 2018

To Whom It May Concern:

This letter identifies Adapt Pharma as tie solle manufacturer off NARCAN® (el lwsome HICH)
Nasal Spray. Upon appiroval off e product, tite folllowing Press Rellease was issuwed:

On November 19, 2015 —Adapt Phamma ammounced tiit e U.S. Food amdi Diug)
Administration (EDA) has approved NARCAN® Nasal Spray flor e emengrmey tresdtrnesmit off
kmown or suspected opioid overdose. NARCAN® Nasall Spiayy, & neaxtyy-tto-use, mesdie-fiee
device, delivers a 4 mg diose of nalloxone in 2 single 0.1 ml mesall spray. NARCAN® Nasal

Spray requires no assembly or prinning prior o wse.

ABOUT NARCAN® NASAL SPRAY
NARCAN® Nasal Spray is indiicated for e emergency tneatiment off krown or suspreied
opioid overdose, as mamifested by respiratory and/for centrall merveus systen depressiion.

NARCAN® Nasal Spray is intended for immediate administration as emeigecy thenany im
settings where opioids may be present.

NARCAN® Nasal Spray iis not a substitute for emergricy medical caie. Always seek
emergency medical assistance in the event off a suspecied, poteniialily life-thicatening opieid
emergency after administration off the first dose off NARCAN masall spiay.

1 the desired response is not obtaimed after 2 or 3 mrimuies, admimister am additiorel dnse off
NARCAN® Nasal Spray using a new NARCAN® Nasal Spiay. liff i patient iespordss (@
NARCAN® Nasal Spray and idripses back into iespiratony depression befoie emeigriey
assistance aitiNes, administer an additional dose and continue sureillrnee off the patient. Iff
there is still no response and additional dieses aiie available, adminikter additionall doses off
NARCAN® Nasal Spray every 2 to 3 minutes using a rew NARCAN® Nasal Spriedy wiith
each dose until emergency medical assistaree amines. Additional suppeittie amdlor
Fesuseitative measures may be heipful whille awaiiting emeigrity medical assistente.

Please see Indiications and Important Safietty Infloimation bellow.
Please see Full Preseribing Information and Invoussions for use by elicking hetie or by

calling 844-4-NARCAN.
Indication and impextant Safety Information- Profkssional

INDICATIONS
NARCANs (maloxone hydrochloride) Nesal Spray iis an epioid antegmmist indiksied for theeniggiry

100 Maisonford Road » Building 4, Suite 201 « Radmor, A 12087
B4 AIDAIPIT i)
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treatment of known or suspected opioid overdose, as manifested by respiratory andiar czntral nervaus
system depression. NARCANS Nasal Spray is imtended for immediiate adiministration zs emergzncy therapy

in settings where opioids may he present.
NARCAN» Nasal Spray is not a substitute for emergency mediical care.

IMPORTANT SAFETY INFORMATION
NARCAN®» Nasal Spray is contraindicated in patients known to be hypersensitive to malloxone

hydrochloride.

Seek emergency medical assistance immediiately after imitial use, keeping tine patient under continued
surveillance.

Risk of Recurrent Respiratory and CNS Depression: Due to the duration of action off maloxone relative to
the opioid, keep the patient under continued surveillance and administer repeat doses off malloxone wsing &
new nasal spray with each dose, as necessary, while awaiting emergency medical assistance,

depressmn caused by partlal agomsts or mlxed agomsnsrfwiagomsts, suldn s ﬂuu;pmmmzihme and
pentazocine, may be incomplete. Langer or repeat doses may be required.

ipi e Opioid Withdrawal: Use in patients who are opioid diependent mey precipitate
OpIOId wnthdrawal charactenzed by body aches, diarrhea, increased heart rate (tachycardia), fever, mummy

nose, sneezing, goose bumps (piloerection), sweating, yawning, Neusea or Vomiting, Mervousness,
restlessness or imritability, shivering or trembling, abdominal cramps, weakness, amd iincreased iood

pressure. In neonates, opioid withdrawal may be life-threstening iff not recognized and properly treztied amd
may be characterized by convulsions, excessive crying, and hyperactive reflexes. Manitor for tie
development of opioid withdrawal.

Risk of Cardiovascular (8Y) Effects: Abrupt postoperative reversal off opioid depression may result im
adverse CV effects, These events have primarily occurred im patients who had pre-existiimg CV disordiers ar
received other drugs that may have similar adverse CV effects. Mamitor these patients closely im am

appropriate healthcare setting after use off naloxone hydirachioride.

The following adverse reactions were observed im a NARCAN Nasal Spray clinical studly: iinoreased blood
pressure, musculoskeletal pain, headache, nasal dryness, masal edema, nasal conggstion, amd nasal

inflammation,

See Instructions for Use and full prescribing information in the use off this product.

To report SUSPECTED ADVERSE REACTIONS, contact Mmt mmm linc. at EBEHINARCAN (1~
844-462-7226) or FDA at 1-300-FDA-1088 or www fita walk

Regards,

Difiector of Tradie and Disttritbuttion

100 Matsonford Road + Building 4, Suite 201 + Radnor, PA 12087
844 ADAPTTC 1




INEEX

U.S. Media:  Christy Maginn, Burson-Marstelier
T: 646-280-5210; email: Clhyis

NARCARN® (NALOXONE HYDROCHLORIDE) NASAL SPRAY APPROVED BY
U.S. FOOD AND DRUG ADMIENISTRATION

First Ready-To-Use Needlefree Nasel Spray Theets Quinidl Ouwrdinss Byergrinoy

Dublin, dreland —-Novemiber 19, 2015 — Adapt Phanmea LLimited (wwwwadmpipismmnaeg
today that the U.S. Food and Drug Administration (FDA) Ias approved NARCAN® (raltsae
hydrochloride) Nasal Spray for the emergency treatment: of kanown @ Sispreed epivid axadiss.

For more than 40 years, naloxone has been trusted by healthcare proviidiens flor nexeising e effkes off
opioid overdose, but until today, it was FDA approved omlly 28 am ijpesiion.

NARCAN Nasal Spray, a ready-to-use, meedlie-firee dievice, dieivens a4 mg dise offralibsieima
single 0.1 ml nasal spray. NARCAN Nasal Spray reqjuires mo asseimibly ot prriming i usk,

Adapt Pharma iis committed to affordable amd tramsparent pricing O NARCAN Nassal

Spray. Group purchasers, such as law enforcement, fiire fligiters, finstiespondens, dupatmens ot
health, Yocal school districts, colleges and umiversities, amd commimity-treed engpmizaions Hattaidrr
direetly from Adapt Phamma, are cligible for a discounted Public Interest Prrice off$¥% 3b pasr

4mg NARCAN Nasal Spray device ($75 for a carton confiaimimg 2 deviess o NARCAN Nasal Sy

4mg).’

We are delighted to have reached agreement with tihe Climton Hieaith Xiattens Imitiative, aih iitirtine
af the Clinton Foundation, our fiist partmer im establishing tinis direpinied Public Inferest Prriee
approach. We expect to announce additional wm@mm oM. T It i@, GO DUy
eall 844-4-NARCAN (844-462-7226) or ennail customerservice@adaptithazmeacaim. Farrindikitials
with health insuranee coverage, NARCAN Nasal mm@djtmhwe Wi conRsiRgR Wifth

affordable co-pays.

NAREAN Nasal Spray ean be administered iim an emergeney y Fumilly mrmis, GHieiNais Urotvis
t0 reverse the effeets of opioid overdose unitil help amives. Am epioid Qvesidene Mty Gk i
damage or death, 30 NARCAN Nasal Spray should be adimimistered as auiridly a6 prssivie ifanmint

is unrespensive and an opioid overdese is suspected, evem Wi i dioubt.

In the United States, opioid overdose rielated drating aie giowimg and Jrimed almrest 24 38 likss i
2013, or an average of one life evely 21 minmvies.2The majoiity offtihese drailhs imNoINGY PRSI
ppividsdand happened i people’s homes.
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In response, momentum to imcrezse access to naloxone is tuillding. In Ocivber, Prasittont Qlvamea
included a call to make naloxone more readilly available s part off @ major initisive to altthess tihe
nation’s opioid epidemic.5Major medical groups, inchudiing the American Medical Assuoatiion and
American Academy of Family Physicians, have also called fior incressed acuess (o milvxone b

“Opioid overdose is responsible for the deaths of thousands aff Amaricans im commmunitics trougihout
the country, leaving a trail off devastation for firiendts and families,” said Soumus Nhuiligem,
Chairman and CEQ of Adiapt Pharma. “NARCAN Naszl Spray a ready-to-use, medike-fiee driics,
delivers a 4 mg dose off naloxone in a single 0.1 ml nasal spray. This new dzvice maies meloxone
readily available for emergency use by a friend, family memiber ar caregiver, 35 well as offfening am
alternative treatment option for first-responders and healthcare providers. Iit giives mexw hepe to dhese
concerned about the potentially fatal effects off opioid overdiose”

Anyonge who uses prescription opioids for the lomg temn marsgomen of dmemic paih, o tinese Who
take herain, are potentially at risk off experiencing a liffe-thiestionimg or fatal epioid exadivs wiene
breathing and heart beat slow or stop.7Prescription opioids imdiude morphine, codisine, methrdione,
oxycodone (e.g. OxyComtiin®, Percocet®), hydrocodone (e.g. Vicodin®, Lortab®), fentamyl (.g.
Duragesit8, Fentora®), hydromorphone (e.g. Dilaudid®, Exalgo®), oxymorphone (Opana® ER), and
buprenorphine (Subutex®, Suboxone®). liliicit opioids inciude Ineraiim zmd iimeasirgly
hergin/fentanyl mixes.

“Ovierdoses can potentially occur anytime and amywhere opioids are heing used. That iis winy
expanding access to naloxone, which can rapidly reverse an overdiose, iis being emcouagid by several

professional organizations,” said Dr. Anita Gupta, a board-certified anesthesiologist, pharmroist and
pain specialist. “By making nalloxone available and easy to use for amyene talikding am apivid, as willl as
their family members and Yoved ones, we may be able to devrese neediess apivid exenduse dratlis”

“After my son’s passing, 1 made a vow to him that L was going to save a life itn Inis e, said Ravid
Hummes, who lest his 24-year-old son, Gregory, to an accidental heroin overdiese i My 2012, “Sitee
then, | have been a passionate advocate for the broader distribution and uge offmaloxene. | helieve e
approval of additional epioid overdose treatment options, lifke NARCAN Nesal Smicys, may grieatily
inerease aecess to this potentially liifesaving medication. Exprmdiing aceess o mallox@ig treunt iy
path toward fulfilling my vow to my son and helping to prevent a simmiltar earnifresk for atres s
Adapt Pharma collaborated with the National Imstitutes on Dirug) Albuse (INHDYN) o e devalRpmsi

8f NARCAN Nasal Spray, which received Fast Track Designattion amd 2 Prieity Revireo by dhe FIDA.,

Adapt Pharma originally licensed the project from Ligjhitiake Thherapeutics, e, It axaipbR iha
earton containing two blister packages, cach with a single NARCAN Nasall Spiay cottimitg asieie

4 mg dose of naloxene hydrochloride infiiamasal spray.

ABOUT NARCAN NASAL SPRAY
NARCAN Nasal Spray is indicated for the emergency treatment of kmown o SusipReiRe apioid

averdose, as manifested by respiratory and/or central rerveus system depression.

NAREAN Nasal Spray is inended for immrdiiate administiation 25 emeigeney Hiany iih sutings
where opioids may be present.

©2015 ADAPT Bharma Part #ADPT-14-15
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NARCAN Nasal Spray is not a substitute for emergency medical care. Always seek emergency
medical assistance in the event of a suspected, potentially life-threatening opioid emergency after

administration of the first dose of NARCAN nasal spray.

If the desired response is not obtained after 2 or 3 minutes, administer an additional dose of
NARCAN Nasal Spray using a new NARCAN Nasal Spray. If the patient responds to NARCAN
Nasal Spray and relapses back into respiratory depression before emergency assistance arrives,
administer an additional dose and continue surveillance of the patient. If there is still no response and
additional doses are available, administer additional doses of NARCAN Nasal Spray every 2to 3
minutes using a new NARCAN Nasal Spray with each dose until emergency medical assistance
arrives. Additional supportive and/or resuscitative measures may be helpful while awaiting

emergency medical assistance.
Please see Indications and Important Safety Information below.

AVAILABILITY OF NARCAN NASAL SPRAY

Once launched, in early 2016, we expect NARCAN Nasal Spray will be available at retail
pharmacies.
Qualifying group purchasers may source NARCAN Nasal Spray directly from wholesalers and

distributors. To place a pre-order immediately or for assistance in sourcing NARCAN Nasal Spray
please contact Adapt Pharma's dedicated Customer Service Team at 844-4-NARCAN (844-462-7226)

or email customerservice@adaptpharma.com

INDICATIONS

NARCAN® (naloxone hydrochloride) Nasal Spray is an opioid antagonist indicated for the emergency
treatment of known or suspected opioid overdose, as manifested by respiratory and/or central nervous

system depression.

NARCAN® Nasal Spray is intended for immediate administration as emergency therapy in settings
where opioids may be present.

NARCARNS® Nasal Spray is not a substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION

NARCARN® Nasal Spray is contraindicated in patients known to be hypersensitive to naloxone
hydrochloride.

Seek emergency medical assistance immediately after initial use, keeping the patient under continued
surveillance.
Risk of Recurrent Respiratory and CNS Depression: Due to the duration of action of naloxone relative

to the opioid, keep the patient under continued surveillance and administer repeat doses of naloxone
using a new nasal spray with each dose, as necessary, while awaiting emergency medical assistance.
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Risk of Limited Efficacy with Partizl Agomists ar Mised Axwr s Auttegoriigts: Rewarsdloff
respiratory depression caused by partial agomists @r kel sk AnERpNLE, sudhas
buprenorphine and pentazocine, may be incomplete. LLanger arngpedt divgss gy e neqiuinet,

comeelt: Uk im ppatiiontts wilio ane aqpioid dgmarttantmasy mesdp it

opnond thhdrawal md I symdirome. T resorties, apioid wittideavl may tse Hike-
threatening iff not recognized and properly trested. MWhrittor for diexa et of fogp toib wittdeva.

Risk of Cardiiovas ) Effiects: Almragptt postipeative neverssl affepividl digpession miay
r@sult in adm CV effects Thm events Iveve primvanily exouned i patiors Wi sdinyee-
existing CV disorders or received atfner dinegs tist mray rexe sk adivernse OV afffals.
Menitor these patients closely im zm approprizte hesdticme siting aftwruse offrd o

hydrochloride.

The following adverse reactions wene obseirved ina NARCAN Nessl Sy oiirikal sudyy:
increased blood pressure, musculeskeletal prim, frerdreve, nass dityress, sl e, TRl
eongestion, and masal inflanmmation,

See Instruetions for Use and full presorilbimg) infformmttion iin ke use offihis prasdiet,

To report SUSPECTED ADVERSE REACTIONS, @mmtmmlﬁmm Inw.adt 11844
ANARCAN (1-844-462-7226) o FDA aft 11 30BRIDy-HOBE asr s, fln g/ mestivatedt

ABOUT ADAPT PHARMA

Adapt Pharma Limited is a privately-ield phramvecsuticsl comipmy cumimited tonrsdiNay mpsediing
the lives of patients. Adapt Pirammes sratiegy ifs o iitiifly, exalliaie, selketivelly atiineatdienmms
the value of liatie stage development, aind FDA afpioved), prenmvaceiion] st AduptHmmeass
eompany headiquarters i im Dialplim, !n@nmh m xm;lws hmtmmmsuhm; Resrey) s, Fiosr
fere information, please isit wauadan

Hiih

Ageess o Public inteiest Price i resirirted @ Galifiying amitirs and st paie amsanticotitivns.
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Ipid

€BE Wender Painbase Multiphe Cause off Puatin MCD -~ DU Cuirs: T Y (lraim), THd2 (Bhear
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The White Hovse Offic ot Press Seererary. ACT SIHEET:: Chsunm Admimiseainh Arimecsdbiblirant
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American Medical Assoeiation. Tive Ammerican Nrdical Assesintinn Tadk Togese o Restiirse Mpsseimissh
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