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Name:

Signature:

Street Address:

Printed Name, Credentials: 

City:

Title:

Date:

State:

Phone Number:

Email Address:

ZIP: DEA License Number:

Fax Number:

Preferred Method of Communications:

HEALTHCARE SETTING INFORMATION

AUTHORIZED REPRESENTATIVE INFORMATION

HEALTHCARE SETTING AGREEMENT

EMAIL FAX

DSUVIA (sufentanil sublingual tablet 30 mcg) is only available through the DSUVIA Risk Evaluation and Mitigation Strategy (REMS). DSUVIA can only 
be dispensed and/or administered in healthcare settings that are enrolled in the REMS.

To enroll your healthcare setting,

1)   Designate an Authorized Representative (e.g. Pharmacy and Therapeutics Chair, Pharmacy Director, Medical Director, Medical Chief-of-Staff, 
Director of Nursing, etc.)

2)  Complete, sign, and submit this Healthcare Setting Enrollment Form to the DSUVIA REMS.

Once your healthcare setting is officially enrolled, a notification will be provided to the Authorized Representative.

DSUVIA™ REMS Healthcare Setting Enrollment Form

Page 1 of 2

I am the Authorized Representative designated by my healthcare setting to coordinate the certification process and oversee implementation 
of and compliance with the REMS. By signing this form, I agree to comply, on behalf of my healthcare setting, with the following REMS 
requirements:

•  I am authorized to complete the Healthcare Setting Enrollment Form and submit it to the REMS Program on behalf of this healthcare setting.

•  This healthcare setting is able to manage acute opioid overdose, including respiratory depression.

•  This healthcare setting must not dispense DSUVIA for outpatient use.

º	 Train all relevant staff that DSUVIA must not be dispensed for use outside of this healthcare setting.

º	 Establish processes and procedures to verify that DSUVIA is not dispensed for use outside of this healthcare setting.

•  This healthcare setting must train all relevant staff involved in administration of DSUVIA to read the Directions for Use prior to 
administering DSUVIA.

•  This healthcare setting must not distribute, transfer, loan, or sell DSUVIA.

•  This healthcare setting must maintain records of staff training and of all processes and procedures including compliance with those 
processes and procedures.

•  This healthcare setting must comply with audits by AcelRx Pharmaceuticals, Inc. or a third party acting on behalf of AcelRx 
Pharmaceuticals, Inc. to ensure that all processes and procedures are in place and are being followed for the DSUVIA REMS.  Failure to 
comply may result in decertification of the healthcare setting.

•  If the Authorized Representative changes, this healthcare setting will have a new Authorized Representative enroll in the REMS by 
completing the Healthcare Setting Enrollment Form.
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If you have any questions or require additional information or further copies of DSUVIA REMS materials, please visit www.DSUVIAREMS.com,  
or contact the DSUVIA REMS at:

AcelRx Pharmaceuticals, Inc.
Attn: REMS Administrator
351 Galveston Drive
Redwood City, CA 94063

Phone: 1-855-925-8476
Email: DSUVIAREMS@acelrx.com
Fax: (650) 649-1855

This form is part of an FDA-approved REMS.

For more information about DSUVIA, please 
see Prescribing Information, including Boxed 
Warnings.

SUBMIT BY MAIL: BY EMAIL:

1-650-649-1855DSUVIAREMS@acelrx.com
AcelRx Pharmaceuticals, Inc. 
Attn: REMS Administrator

351 Galveston Drive 
Redwood City, CA 94063

BY FAX:
OROR

DSUVIA™ REMS Healthcare Setting Enrollment Form

Page 2 of 2
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Please Review & Act on These Documents 

II Sample Sender 
REMS Enrollment Form 

Please revle'.v & sign your docl.rnenl To begin the process or reV1eW1ng and signing your doCUmenls. please Click the button 
below. Sigr.ng w•I not be compiete untl you have rellleWed the ag,_t and you have confirmed your Slgnatur• 

Docu~. 
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Please review the documents below. - OTHER ACTIONS • 

START 
DSUVIA~ REMS Healthcare Setting Enrollment Farm 

DSUVIA (sufentonil subli~oJ tablet 30 mcg> Is onlyovoiloble through the OSUVIARisk E.voluoUon and Mitigation Sttotegy <REMS). OSUVlAcon onty 
be di!.pensed ond/Of' odm!nistOf'od in he<J1thcore sottlf\9~ thot oro Oflrolled in the REMS. 

To enrollyoor healthcare setting, 

U Designate on Authorized Representoti'Y'e (e.g. Phormocy and Therapeutics Choir, Phormocy Director, Medical Director, Medical Chief.of.Stoff, 
Director of Nurslns. etc.> 

2) Complete, sign, ond submit this Healthcare Setting Enrollment Form to the DSUVIA REMS. 

Once your heolthoore setting lsof ftcioUy enrolled. o notification will be provided to the Authorized Representative. 

HEALTHCARE SETTING AGREEMENT 

I om the Authofized Representative designated by my healthcare setting tocootdinote the c.ertifiootion process and oversee lrnplementotioo 
of and complionc• with the REMS. By $lgning this fOfm. I ogto to comply. on behoff of my heolthoor~ setting. with the foUowl~ REMS 
requirements: 

I om outnorited to complete the Heolthcare Setting Enrollment Form ond submit it to the REMS P1ogrom on behalf of this lleolthc:ore setting. 

This heo1lhcoie $.Otting is Obie l'O monoge oeuta opioid overdose, W'ICluding respirotorydepr~sion. 

This heohhcore setting must not dispense DSUV'tA. for outpatient use. 

o T1oin oll tele"ont stoff thot OSUVlA must not be dispensed (or use outside of this heolthcore setting. 

o Estob1ish processesood prcxedures to~ri(y thot OSUVIA rs not dispensed f« u~ outside of this heolthcore sat ting. 

This heolthcore setting 100st troinoll relevant staff ~din odministrotion ol DSUVIA to read the OireebOns f01 Use priol to 
odministeting OSUVIA. 

This healthcare setting must not distribute, transfer, Joan, or sell OSUVtA.. 

This healthcare setting nwst mointoin records o( stoff tJoiningondof all processes ond procedures including compliance with those 
Pl'oets.sesond prooedvres. 

This hoofthcoro $Otting mvst comply w!thovdits by AcefRx Photmocoutioob, tnc.Ot o thitd porty octitlg on ~olf of AcQIRx 
Pho1moceotico1s. tne. to ensure that all proeessesond procedures ore in ploce ond ore being followed for the DSUVJA REMS. Failure to 
compty may result in decectifkotionof the healthcare setting. 

If theAuthorit:Gd ReJ)fosentotivo chongts. this heoltheote setting will hove o new Authofil:Od Representotive enroll in the REMS by 
corripietlng the Heolthcore Setting Enrollment Fottn. 

AUTHORIZEO REPRESENTATIVE ltlFORMATION 

Signoture: Dote: 

PrintQd Nc>me. CrQdentiOIS; 

Fox Number: 

Emoil Addr0$$! Pttforred MothodofCommuniootioN: CJl £MAIL [j] FAX 

HEALTHCARE SETTING INFORMATION 

Nol"noe: 
St<MtAddtQSS! ._ ______________ _, 

City: 

Stote: ZJP: OEA License Number. 

Poge1of1 

DemoOoc_NDA odf 

NEXT 
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Please reVlew the documents below. - OTHER ACTIONS • 

START 
Hecilthcore Setting Enrollment Form 

SUBMIT BY M AIL BY EMAIL BY FAX 

:. .. ;:;:, ;:.,.-J ~- --~· - ~ - ' •• - •• t '. ,, OR 0 
.'.."- PE'.•- A'-• • • o.- •.-. • • :. '°' ,,.,. C ~. :..>:;:[••<...; ., • _ -·r • fr:.,.- f .4~ •..,c:,c 

If )OUhowOf?f QUMbons °' req .... ~ infotmota::wt Of r1.11tt. COpt'Sof DSVV\A REMS moteri:its. pleose:....ts.ft www;QSUYIABEMSsqn. ., __ tht DSUVIA AEt.tSot 

-~Inc. 
Attn: REMSAdmlnisuotOt 
351 GaM$ton On.. 
Redwood City. CA 94063 

Phon« ~8SS-92S-8•76 
EmolDSUVIAR~ 
Fox: C6SOl 6'9-18SS 

FINISH 

lhs lonnis port of on RlA-oPf>'O"Od REMS. 
Fa moce nfaunabon obout DSUVIA. ploose --iblng lnlonnotlan. lnclu6ng 8oxtd 
WomingS-

""9•2o<2 

2of 2 

Reference ID: 4344831



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

JOSHUA M LLOYD on behalf of SHARON H HERTZ
11/02/2018

Signature Page 1 of 1
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