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RISK EVALUATION AND MITIGATION STRATEGY (REMS) 

Shared System REMS Program for Sodium Oxybate Oral Solution 

I. GOAL: 

7KH JRDO RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP LV WR PLWLJDWH WKH ULVNV RI VHULRXV DGYHUVH 
RXWFRPHV UHVXOWLQJ IURP LQDSSURSULDWH SUHVFULELQJ� PLVXVH� DEXVH� DQG GLYHUVLRQ RI VRGLXP 
R[\EDWH E\� 

A. Informing prescribers, pharmacists, and patients of� 

�� 7KH ULVN RI VLJQLILFDQW &16 DQG UHVSLUDWRU\ GHSUHVVLRQ DVVRFLDWHG ZLWK VRGLXP 
R[\EDWH 

�� 7KH FRQWUDLQGLFDWLRQ RI XVH RI VRGLXP R[\EDWH ZLWK VHGDWLYH K\SQRWLFV DQG DOFRKRO 

�� 7KH SRWHQWLDO IRU DEXVH� PLVXVH� DQG RYHUGRVH DVVRFLDWHG ZLWK VRGLXP R[\EDWH 

�� 7KH VDIH XVH� KDQGOLQJ� DQG VWRUDJH RI VRGLXP R[\EDWH 

B. Ensuring that pharmacy controls exist prior to filling prescriptions for sodium 
oxybate that� 

��	 6FUHHQ IRU FRQFRPLWDQW XVH RI VHGDWLYH K\SQRWLFV DQG RWKHU SRWHQWLDOO\ LQWHUDFWLQJ 
DJHQWV 

��	 0RQLWRU IRU LQDSSURSULDWH SUHVFULELQJ� PLVXVH� DEXVH� DQG GLYHUVLRQ RI VRGLXP 
R[\EDWH 

��	 1RWLI\ SUHVFULEHUV ZKHQ SDWLHQWV DUH UHFHLYLQJ FRQFRPLWDQW FRQWUDLQGLFDWHG 
PHGLFDWLRQV RU WKHUH DUH VLJQV RI SRWHQWLDO DEXVH� PLVXVH� RU GLYHUVLRQ 
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II. REMS ELEMENTS: 

A. Medication Guide 

$ 0HGLFDWLRQ *XLGH ZLOO EH GLVSHQVHG ZLWK HDFK VRGLXP R[\EDWH SUHVFULSWLRQ LQ 
DFFRUGDQFH ZLWK �� &)5 ������ 

7KH VRGLXP R[\EDWH 0HGLFDWLRQ *XLGHV DUH SDUW RI WKH 5(06 DQG DUH DYDLODEOH RQ WKH 
6RGLXP 2[\EDWH 5(06 3URJUDP ZHEVLWH 

B. Elements to Assure Safe Use 

1.	 Healthcare Providers who prescribe sodium oxybate products are specially 
certified 

D�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW KHDOWKFDUH SURYLGHUV ZKR SUHVFULEH 
VRGLXP R[\EDWH DUH VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� 

E�	 7R EHFRPH VSHFLDOO\ FHUWLILHG WR SUHVFULEH VRGLXP R[\EDWH� HDFK SUHVFULEHU PXVW 
FRPSOHWH DQG VXEPLW WR WKH 6RGLXP 2[\EDWH 5(06 3URJUDP WKH Sodium Oxybate 
REMS Program Prescriber Enrollment Form� ZKLFK LQFOXGHV WKH SUHVFULEHU 
DJUHHLQJ WR� 

L�	 5HYLHZ WKH 3UHVFULELQJ ,QIRUPDWLRQ �3,� DQG WKH Sodium Oxybate REMS 
Program Prescriber Brochure 

LL�	 6FUHHQ HDFK SDWLHQW IRU ZKRP VRGLXP R[\EDWH LV SUHVFULEHG IRU� 

�� +LVWRU\ RI DOFRKRO RU VXEVWDQFH DEXVH 

�� +LVWRU\ RI VOHHS�UHODWHG EUHDWKLQJ GLVRUGHUV 

�� +LVWRU\ RI FRPSURPLVHG UHVSLUDWRU\ IXQFWLRQ 

�� &RQFRPLWDQW XVH RI VHGDWLYH K\SQRWLFV� RWKHU &16 GHSUHVVDQWV� RU 
RWKHU SRWHQWLDOO\ LQWHUDFWLQJ DJHQWV 

�� +LVWRU\ RI GHSUHVVLRQ RU VXLFLGDOLW\ 

LLL� &RXQVHO HDFK SDWLHQW SULRU WR LQLWLDWLQJ WKHUDS\ UHJDUGLQJ WKH VHULRXV ULVNV 
DQG VDIH XVH� KDQGOLQJ� DQG VWRUDJH RI VRGLXP R[\EDWH 
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LY� (QUROO HDFK SDWLHQW LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP E\ FRPSOHWLQJ 
DQG VXEPLWWLQJ WKH Sodium Oxybate REMS Program Patient Enrollment 
Form WR WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 

Y�	 (YDOXDWH HDFK SDWLHQW ZLWKLQ WKH ILUVW � PRQWKV RI VWDUWLQJ VRGLXP R[\EDWH 
WKHUDS\� LQFOXGLQJ DQ HYDOXDWLRQ RI WKH IROORZLQJ� ,W LV UHFRPPHQGHG WKDW 
SDWLHQWV EH UH�HYDOXDWHG HYHU\ � PRQWKV WKHUHDIWHU ZKLOH RQ VRGLXP 
R[\EDWH WKHUDS\� 

�� &RQFRPLWDQW XVH RI VHGDWLYH K\SQRWLFV� RWKHU &16 GHSUHVVDQWV� RU 
RWKHU SRWHQWLDOO\ LQWHUDFWLQJ DJHQWV 

�� 6HULRXV DGYHUVH HYHQWV 

�� 6LJQV RI DEXVH DQG PLVXVH� LQFOXGLQJ� 

D� $Q LQFUHDVH LQ GRVH RU IUHTXHQF\ RI GRVLQJ 

E� 5HSRUWV RI ORVW� VWROHQ� RU VSLOOHG PHGLFDWLRQ 

F� 'UXJ�VHHNLQJ EHKDYLRU 

YL� 5HSRUW DOO SRWHQWLDO VHULRXV DGYHUVH HYHQWV� LQFOXGLQJ &16 GHSUHVVLRQ� 
UHVSLUDWRU\ GHSUHVVLRQ� ORVV RI FRQVFLRXVQHVV� FRPD� GHDWK� DQG DQ\ FDVHV 
RI DEXVH� PLVXVH� RU GLYHUVLRQ E\ FDOOLQJ WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP 

E�	 7KH SUHVFULEHU ZLOO FRPSOHWH WKH Sodium Oxybate REMS Program Prescription 
Form IRU HDFK QHZ SUHVFULSWLRQ DQG VXEPLW WKH IRUP WR RQH RI WKH VSHFLDOO\ 
FHUWLILHG SKDUPDFLHV� %\ FRPSOHWLQJ DQG VLJQLQJ WKLV IRUP� WKH SUHVFULEHU 
DFNQRZOHGJHV� 

L�	 +DYLQJ DQ XQGHUVWDQGLQJ RI� 

��	 7KH DSSURYHG LQGLFDWLRQV RI VRGLXP R[\EDWH� 

D� 7UHDWPHQW RI FDWDSOH[\ LQ QDUFROHSV\ 

E� 7UHDWPHQW RI H[FHVVLYH GD\WLPH VOHHSLQHVV LQ QDUFROHSV\ 

�� 7KH VHULRXV ULVNV DVVRFLDWHG ZLWK VRGLXP R[\EDWH 

�� 7KH 3UHVFULELQJ ,QIRUPDWLRQ �3,� DQG WKH Sodium Oxybate REMS 
Program Prescriber Brochure 

'HFHPEHU ����	 �
 



 

 

LL�	 +DYLQJ VFUHHQHG WKH SDWLHQW IRU WKH IROORZLQJ� 

�� +LVWRU\ RI DOFRKRO RU VXEVWDQFH DEXVH 

�� +LVWRU\ RI VOHHS�UHODWHG EUHDWKLQJ GLVRUGHUV 

�� +LVWRU\ RI FRPSURPLVHG UHVSLUDWRU\ IXQFWLRQ 

�� &RQFRPLWDQW XVH RI VHGDWLYH K\SQRWLFV� RWKHU &16 GHSUHVVDQWV� RU 
RWKHU SRWHQWLDOO\ LQWHUDFWLQJ DJHQWV
 

�� +LVWRU\ RI GHSUHVVLRQ RU VXLFLGDOLW\
 

LLL� +DYLQJ FRXQVHOHG WKH SDWLHQW RQ� 

�� 7KH VHULRXV ULVNV DVVRFLDWHG ZLWK VRGLXP R[\EDWH 

�� &RQWUDLQGLFDWLRQV �DOFRKRO DQG VHGDWLYH K\SQRWLFV� DQG LPSOLFDWLRQV RI 
FRQFRPLWDQW XVH RI VRGLXP R[\EDWH ZLWK RWKHU SRWHQWLDOO\ LQWHUDFWLQJ 
DJHQWV 

�� 3UHSDUDWLRQ DQG GRVLQJ LQVWUXFWLRQV IRU VRGLXP R[\EDWH 

�� 5LVN RI DEXVH DQG PLVXVH DVVRFLDWHG ZLWK VRGLXP R[\EDWH 

�� 5LVN RI RSHUDWLQJ KD]DUGRXV PDFKLQHU\� LQFOXGLQJ DXWRPRELOHV RU 
DLUSODQHV� IRU WKH ILUVW � KRXUV DIWHU WDNLQJ D GRVH RI VRGLXP R[\EDWH 

�� 6DIH XVH� KDQGOLQJ� DQG VWRUDJH RI VRGLXP R[\EDWH 

LY� 7KDW VRGLXP R[\EDWH LV PHGLFDOO\ DSSURSULDWH IRU WKH SDWLHQW 

Y� +DYLQJ OLVWHG DOO NQRZQ SUHVFULSWLRQ DQG QRQSUHVFULSWLRQ PHGLFDWLRQV DQG 
GRVHV RQ WKH Sodium Oxybate REMS Program Prescription Form 

F� 6RGLXP 2[\EDWH VSRQVRUV ZLOO� 

L�	 (QVXUH WKDW WKH Sodium Oxybate REMS Program Prescriber Enrollment 
Form FDQ EH FRPSOHWHG YLD ID[� PDLO� RU WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP ZHEVLWH �ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP� 

LL�	 (QVXUH WKDW WKH Sodium Oxybate REMS Program Patient Enrollment Form 
FDQ EH FRPSOHWHG YLD ID[� PDLO� RU WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 
ZHEVLWH �ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP� 
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LLL� (QVXUH WKDW WKH Sodium Oxybate REMS Program Prescription Form FDQ 
EH FRPSOHWHG YLD ID[ 

LY� (QVXUH WKDW PDWHULDOV DSSHQGHG WR WKH 6RGLXP 2[\EDWH 5(06 GRFXPHQW 
ZLOO EH PDGH DYDLODEOH WKURXJK WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 
ZHEVLWH �ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP� RU E\ FDOOLQJ WKH 
6RGLXP 2[\EDWH 5(06 3URJUDP DW ������������ 

Y�	 (QVXUH WKDW D SUHVFULEHU LV VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 
5(06 3URJUDP RQO\ DIWHU YHULILFDWLRQ WKDW WKH Sodium Oxybate REMS 
Program Prescriber Enrollment Form LV FRPSOHWH DQG DOO FHUWLILFDWLRQ 
UHTXLUHPHQWV DUH PHW 

YL� (QVXUH WKDW SUHVFULEHUV DUH QRWLILHG ZKHQ WKH\ DUH VXFFHVVIXOO\ VSHFLDOO\ 
FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DQG DUH HOLJLEOH WR 
SUHVFULEH VRGLXP R[\EDWH 

YLL� (QVXUH WKDW VHFXUH� YDOLGDWHG� VHSDUDWH� DQG GLVWLQFW 6RGLXP 2[\EDWH 
5(06 3URJUDP GDWDEDVHV �SDWLHQW GDWDEDVH� VSHFLDOO\ FHUWLILHG SUHVFULEHU 
GDWDEDVH� VSHFLDOO\ FHUWLILHG SKDUPDF\ GDWDEDVH DQG GLVHQUROOHG SUHVFULEHU 
GDWDEDVH� DUH PDLQWDLQHG DQG ZLOO RQO\ EH TXHULHG LQGHSHQGHQWO\ WKURXJK 
HOHFWURQLF WHOHFRPPXQLFDWLRQ YHULILFDWLRQ �VHH 6HFWLRQ ,,�&���G�� 

YLLL�	 (QVXUH WKDW VSHFLDOO\ FHUWLILHG SUHVFULEHUV FRQWLQXH WR PHHW WKH 
UHTXLUHPHQWV RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DQG FDQ GLVHQUROO 
QRQFRPSOLDQW SUHVFULEHUV LI WKH UHTXLUHPHQWV DUH QRW PHW 

G�	 7KH IROORZLQJ DUH SDUW RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DQG DUH DSSHQGHG� 

L�	 Sodium Oxybate REMS Program Prescriber Enrollment Form 

LL�	 Sodium Oxybate REMS Program Prescriber Brochure 

LLL�	 Sodium Oxybate REMS Program Patient Enrollment Form 

LY�	 Sodium Oxybate REMS Program Prescription Form 

Y�	 Sodium Oxybate REMS Program Patient Quick Start Guide 

YL� 6RGLXP 2[\EDWH 5(06 3URJUDP ZHEVLWH
 
�ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP�
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2.	 Sodium oxybate will be dispensed only by pharmacies that are specially 
certified 

D�	 7KH 6RGLXP 2[\EDWH 5(06 3URJUDP ZLOO FHUWLI\ SKDUPDFLHV WKDW GLVSHQVH 
VRGLXP R[\EDWH� 6RGLXP R[\EDWH ZLOO QRW EH VWRFNHG LQ UHWDLO SKDUPDF\ RXWOHWV� 
7R EHFRPH VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� 
SKDUPDFLHV PXVW DJUHH WR� 

L�	 'HVLJQDWH DQ DXWKRUL]HG UHSUHVHQWDWLYH WR FRPSOHWH DQG VXEPLW WKH Sodium 
Oxybate REMS Pharmacy Enrollment Form RQ EHKDOI RI WKH SKDUPDF\ 

LL�	 (QVXUH WKDW WKH DXWKRUL]HG UHSUHVHQWDWLYH RYHUVHHV LPSOHPHQWDWLRQ DQG 
FRPSOLDQFH ZLWK WKH 6RGLXP 2[\EDWH 5(06 3URJUDP E\ WKH IROORZLQJ� 

��	 (QVXUH WKDW DOO SKDUPDF\ VWDII LQYROYHG LQ WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP FRPSOHWH WKH Sodium Oxybate REMS Program Certified 
Pharmacy Training Program 0RGXOH $ 

��	 (QVXUH WKDW DOO SKDUPDFLVWV ZKR GLVSHQVH VRGLXP R[\EDWH FRPSOHWH WKH 
Sodium Oxybate REMS Program Certified Pharmacy Training 
Program 0RGXOHV $ DQG % 

LLL� 'LVSHQVH VRGLXP R[\EDWH RQO\ WR SDWLHQWV HQUROOHG LQ WKH 6RGLXP 2[\EDWH 
5(06 3URJUDP SXUVXDQW WR D YDOLG SUHVFULSWLRQ ZULWWHQ E\ D SUHVFULEHU 
VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP �VHH 6HFWLRQ 
,,�%���D�� 

LY�	 'LVSHQVH RQO\ DIWHU REWDLQLQJ D 3UH�'LVSHQVH $XWKRUL]DWLRQ �3'$� IRU 
HDFK VRGLXP R[\EDWH SUHVFULSWLRQ E\ UHTXHVWLQJ WKDW WKH 6RGLXP 2[\EDWH 
5(06 3URJUDP DFFHVV WKH VHFXUH� YDOLGDWHG� VHSDUDWH� DQG GLVWLQFW 6RGLXP 
2[\EDWH 5(06 3URJUDP GDWDEDVHV �SDWLHQW GDWDEDVH� VSHFLDOO\ FHUWLILHG 
SUHVFULEHU GDWDEDVH� VSHFLDOO\ FHUWLILHG SKDUPDF\ GDWDEDVH� DQG GLVHQUROOHG 
SUHVFULEHU GDWDEDVH� WKDW ZLOO RQO\ EH TXHULHG LQGHSHQGHQWO\ WKURXJK 
HOHFWURQLF WHOHFRPPXQLFDWLRQ YHULILFDWLRQ WR YHULI\ WKH IROORZLQJ� 

��	 3KDUPDF\ LV VSHFLDOO\ FHUWLILHG 

��	 3UHVFULEHU LV VSHFLDOO\ FHUWLILHG 

��	 3DWLHQW LV HQUROOHG 

��	 3DWLHQW KDV QR RWKHU NQRZQ DFWLYH� RYHUODSSLQJ SUHVFULSWLRQV IRU 
VRGLXP R[\EDWH 
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Y�	 5HFHUWLI\ LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP LI WKH SKDUPDF\ 
GHVLJQDWHV D QHZ DXWKRUL]HG UHSUHVHQWDWLYH 

YL� 3URYLGH ���� WROO�IUHH DFFHVV WR D SKDUPDFLVW DW D 6RGLXP 2[\EDWH 5(06 
3URJUDP VSHFLDOO\ FHUWLILHG SKDUPDF\ 

YLL� 6KLS VRGLXP R[\EDWH GLUHFWO\ WR HDFK SDWLHQW RU D SDWLHQW�DXWKRUL]HG DGXOW 
GHVLJQHH� DQG WUDFN DQG YHULI\ UHFHLSW RI HDFK VKLSPHQW RI VRGLXP R[\EDWH 

YLLL� /LPLW WKH ILUVW VKLSPHQW IRU HDFK SDWLHQW WR D RQH�PRQWK VXSSO\ RI VRGLXP 
R[\EDWH� DQG VXEVHTXHQW VKLSPHQWV WR QR PRUH WKDQ D WKUHH�PRQWK VXSSO\ 
RI VRGLXP R[\EDWH 

L[�	 5HSRUW DOO SRWHQWLDO DGYHUVH HYHQWV UHSRUWHG E\ DOO VRXUFHV� LQFOXGLQJ DQ\ 
&16 GHSUHVVLRQ� UHVSLUDWRU\ GHSUHVVLRQ� ORVV RI FRQVFLRXVQHVV� FRPD� DQG 
GHDWK� DQG DQ\ FDVHV RI VXVSHFWHG DEXVH� PLVXVH� RU GLYHUVLRQ WR WKH 
6RGLXP 2[\EDWH 5(06 3URJUDP IRU GRFXPHQWDWLRQ 

E�	 3ULRU WR GLVSHQVLQJ VRGLXP R[\EDWH� WKH VSHFLDOO\ FHUWLILHG SKDUPDFLHV ZLOO� 

L�	 :LWK HYHU\ VRGLXP R[\EDWH SUHVFULSWLRQ� HQVXUH WKDW D SKDUPDFLVW 
FRPSOHWHV WKH Sodium Oxybate REMS Program Patient Counseling 
Checklist DQG VXEPLWV WKH FKHFNOLVW WR WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP 

LL�	 9DOLGDWH HDFK 6RGLXP 2[\EDWH 5(06 3URJUDP SUHVFULSWLRQ E\� 

��	 9HULI\LQJ WKDW WKH SUHVFULEHU LV VSHFLDOO\ FHUWLILHG� WKH SDWLHQW LV 
HQUROOHG DQG WKH SDWLHQW KDV QR RWKHU DFWLYH VRGLXP R[\EDWH 
SUHVFULSWLRQ E\ HQWHULQJ DOO SUHVFULSWLRQV LQ WKH SKDUPDF\ PDQDJHPHQW 
V\VWHP� LQFOXGLQJ FDVK SD\PHQWV E\ REWDLQLQJ D SUH�GLVSHQVH 
DXWKRUL]DWLRQ �3'$� YLD HOHFWURQLF WHOHFRPPXQLFDWLRQ YHULILFDWLRQ 

��	 5HYLHZ SDWLHQW LQIRUPDWLRQ REWDLQHG IURP WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP ZHEVLWH �ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP� DQG WKH 
Sodium Oxybate REMS Program Prescription Form� LQFOXGLQJ� 

D�	 &RQFRPLWDQW XVH RI VHGDWLYH K\SQRWLFV� RWKHU &16 GHSUHVVDQWV� RU 
RWKHU SRWHQWLDOO\ LQWHUDFWLQJ DJHQWV WKDW HLWKHU DUH XQNQRZQ WR WKH 
SUHVFULEHU RU SRVH D KLJK ULVN RI VHULRXV LQWHUDFWLRQ ZLWK VRGLXP 
R[\EDWH 

E�	 $OHUWV DQG Sodium Oxybate REMS Program Risk Management 
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Report (RMR� Forms UHJDUGLQJ SRWHQWLDO DEXVH� PLVXVH� RU 
GLYHUVLRQ 

��	 &RQILUPLQJ DOO SUHVFULSWLRQ LQIRUPDWLRQ� LQFOXGLQJ SDWLHQW QDPH DQG 
WZR DGGLWLRQDO LGHQWLILHUV� SUHVFULEHU QDPH DQG LQIRUPDWLRQ� GRVH� 
WLWUDWLRQ LQIRUPDWLRQ �LI DSSOLFDEOH�� QXPEHU RI UHILOOV� GRVLQJ 
GLUHFWLRQV� WRWDO TXDQWLW\ �GD\V¶ VXSSO\�� DQG FRQFRPLWDQW PHGLFDWLRQV 

��	 &RQWDFWLQJ WKH ;\UHP 5(06 3URJUDP E\ SKRQH WR� 

D�	 9HULI\ WKDW WKH SDWLHQW KDV QR RWKHU DFWLYH SUHVFULSWLRQV IRU VRGLXP 
R[\EDWH WKDW RYHUODS ZLWK WKH FXUUHQW SUHVFULSWLRQ 

E�	 9HULI\ WKDW WKH SDWLHQW�SUHVFULEHU KDV QRW EHHQ GLVHQUROOHG LQ WKH 
;\UHP 5(06 3URJUDP IRU VXVSHFWHG DEXVH� PLVXVH� RU GLYHUVLRQ 

F�	 5HSRUW HDFK SUHVFULSWLRQ ILOOHG IRU VRGLXP R[\EDWH 

��	 'RFXPHQWLQJ WKDW WKH FDOO WR WKH ;\UHP 5(06 3URJUDP ZDV 
FRPSOHWHG XVLQJ WKH Sodium Oxybate REMS Program Prescription 
Form 

F�	 6RGLXP 2[\EDWH 5(06 3URJUDP VSHFLDOO\ FHUWLILHG SKDUPDFLHV ZLOO VKLS VRGLXP 
R[\EDWH GLUHFWO\ WR HDFK SDWLHQW XVLQJ DQ RYHUQLJKW VHUYLFH� ,Q DGGLWLRQ� HDFK 
6RGLXP 2[\EDWH 5(06 3URJUDP VSHFLDOO\ FHUWLILHG SKDUPDF\ ZLOO YHULI\ WKDW� 

L�	 7KH VKLSPHQW ZLOO EH VHQW WR D SDWLHQW¶V FRQILUPHG VKLSSLQJ DGGUHVV 

LL�	 7KH SDWLHQW RU SDWLHQW�DXWKRUL]HG DGXOW GHVLJQHH ZLOO EH DYDLODEOH WR 
UHFHLYH WKH VKLSPHQW 

LLL� 7KH VRGLXP R[\EDWH 0HGLFDWLRQ *XLGH LV LQFOXGHG ZLWK HDFK VKLSPHQW� 
DQG D FRS\ RI WKH Sodium Oxybate REMS Program Patient Quick Start 
Guide LV SURYLGHG WR D QHZ SDWLHQW ZKR KDV QRW DOUHDG\ UHFHLYHG LW IURP 
WKH SUHVFULEHU 

LY� 5HFHLSW RI HDFK VKLSPHQW LV FRQILUPHG DQG VKLSPHQW DQG UHFHLSW GDWHV DUH 
SURYLGHG WR WKH 6RGLXP 2[\EDWH 5(06 3URJUDP WR EH PDLQWDLQHG LQ WKH 
SDWLHQW GDWDEDVH 
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G�	 7KH 6RGLXP 2[\EDWH 5(06 3URJUDP VSHFLDOO\ FHUWLILHG SKDUPDFLHV ZLOO PRQLWRU 
DQG UHSRUW WR WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DOO LQVWDQFHV RI SDWLHQW RU 
SUHVFULEHU EHKDYLRU WKDW JLYH ULVH WR D UHDVRQDEOH VXVSLFLRQ RI DEXVH� PLVXVH� RU 
GLYHUVLRQ RI VRGLXP R[\EDWH 

L�	 3KDUPDFLHV ZLOO GRFXPHQW WKHVH HYHQWV� LQFOXGLQJ DOO UHTXHVWV IRU HDUO\ 
UHILOOV E\ FRPSOHWLQJ DQG VXEPLWWLQJ D Sodium Oxybate REMS Program 
RMR Form WR WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 

LL�	 3ULRU WR JUDQWLQJ DQ HDUO\ UHILOO UHTXHVW RU LI DEXVH� PLVXVH� RU GLYHUVLRQ LV 
VXVSHFWHG� WKH SKDUPDFLVW ZLOO UHYLHZ WKH SDWLHQW¶V 505 KLVWRU\ DQG DQ\ 
DOHUWV REWDLQHG IURP WKH 6RGLXP 2[\EDWH 5(06 3URJUDP ZHEVLWH 
�ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP�� DQG HQVXUH WKH UHTXHVW RU 
FRQFHUQ KDV EHHQ GLVFXVVHG ZLWK WKH SUHVFULEHU SULRU WR VKLSSLQJ VRGLXP 
R[\EDWH 

LLL� $OO UHSRUWV RI ORVW� VWROHQ� GHVWUR\HG� RU VSLOOHG GUXJ ZLOO EH GRFXPHQWHG LQ 
WKH 6RGLXP 2[\EDWH 5(06 3URJUDP SDWLHQW GDWDEDVH ZKHQ D VSHFLDOO\ 
FHUWLILHG SKDUPDF\ FRPSOHWHV DQG VXEPLWV D Sodium Oxybate REMS 
Program RMR Form WR WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 

LY� 5HSHDWHG UHSRUWV RI ORVW� VWROHQ� GHVWUR\HG� RU VSLOOHG GUXJ PD\ EH 
GRFXPHQWHG DV DQ DOHUW WR WKH SDWLHQW SURILOH VWRUHG LQ WKH 6RGLXP 2[\EDWH 
5(06 3URJUDP SDWLHQW GDWDEDVH 

Y�	 3KDUPDFLHV DQG�RU SUHVFULEHUV WKDW DUH VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 
2[\EDWH 5(06 3URJUDP PD\ GLUHFW WKDW D SDWLHQW EH GLVHQUROOHG IURP WKH 
6RGLXP 2[\EDWH 5(06 3URJUDP DIWHU UHYLHZLQJ RU UHFHLYLQJ UHSRUWV RI 
LQFLGHQWV VXJJHVWLYH RI DEXVH� PLVXVH� RU GLYHUVLRQ E\ FRPSOHWLQJ DQG 
VXEPLWWLQJ DQ Sodium Oxybate REMS Program RMR Form WR WKH 6RGLXP 
2[\EDWH 5(06 3URJUDP 

YL� 3KDUPDFLHV PD\ UHFRPPHQG WKDW D SUHVFULEHU EH GLVHQUROOHG E\ VXEPLWWLQJ 
D Sodium Oxybate REMS Program RMR Form WR WKH 6RGLXP 2[\EDWH 
5(06 3URJUDP� 6RGLXP 2[\EDWH VSRQVRUV ZLOO UHYLHZ WKH LQIRUPDWLRQ 
DQG GHWHUPLQH LI WKH SUHVFULEHU VKRXOG EH GLVHQUROOHG 

H�	 6RGLXP 2[\EDWH 6SRQVRUV ZLOO� 

L�	 (QVXUH WKDW WKH Sodium Oxybate REMS Program Pharmacy Enrollment 
Form FDQ EH FRPSOHWHG YLD ID[� RU RQOLQH DW 
ZZZ�6RGLXP2[\EDWH5(063URJUDP�FRP 

'HFHPEHU ����	 �
 



 

 

 

LL�	 (QVXUH WKH SKDUPDF\ LV VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP RQO\ DIWHU YHULILFDWLRQ WKDW WKH Sodium Oxybate REMS Program 
Pharmacy Enrollment Form LV FRPSOHWH DQG DOO FHUWLILFDWLRQ UHTXLUHPHQWV 
DUH PHW 

LLL� (QVXUH WKDW SKDUPDFLHV DUH QRWLILHG ZKHQ WKH\ DUH VXFFHVVIXOO\ VSHFLDOO\ 
FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 

LY� (QVXUH WKDW WKH VHFXUH� YDOLGDWHG� VHSDUDWH� DQG GLVWLQFW 6RGLXP 2[\EDWH 
5(06 3URJUDP GDWDEDVHV �SDWLHQW GDWDEDVH� VSHFLDOO\ FHUWLILHG SUHVFULEHU 
GDWDEDVH� VSHFLDOO\ FHUWLILHG SKDUPDF\ GDWDEDVH� DQG GLVHQUROOHG SUHVFULEHU 
GDWDEDVH� DUH PDLQWDLQHG DQG ZLOO RQO\ EH TXHULHG LQGHSHQGHQWO\ WKURXJK 
HOHFWURQLF WHOHFRPPXQLFDWLRQ YHULILFDWLRQ �VHH 6HFWLRQ ,,�&���G� 

Y�	 (QVXUH WKDW VSHFLDOO\ FHUWLILHG SKDUPDFLHV FRQWLQXH WR PHHW WKH 
UHTXLUHPHQWV RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� 1RQ�FRPSOLDQW 
SKDUPDFLHV FDQ EH GLVHQUROOHG LI WKH UHTXLUHPHQWV DUH QRW PHW 

I�	 7KH IROORZLQJ PDWHULDOV DUH SDUW RI WKH 5(06 DQG DUH DSSHQGHG� 

L�	 Sodium Oxybate REMS Program Certified Pharmacy Training Program 

LL�	 Sodium Oxybate REMS Program Pharmacy Enrollment Form 

LLL�	 Sodium Oxybate REMS Program Patient Counseling Checklist 

LY�	 Sodium Oxybate REMS Program Risk Management Report Form 

3.	 Sodium oxybate will be dispensed and shipped only to patients who are enrolled 
in the Sodium Oxybate REMS Program with documentation of safe use 
conditions 

D�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW VRGLXP R[\EDWH LV GLVSHQVHG RQO\ E\ 
SKDUPDFLHV WKDW DUH VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� 
E\ GLUHFW VKLSPHQW� WR SDWLHQWV RU SDWLHQW�DXWKRUL]HG DGXOW GHVLJQHHV HQUROOHG LQ 
WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 

E�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW SDWLHQWV DUH HQUROOHG LQ WKH 6RGLXP 
2[\EDWH 5(06 3URJUDP RQO\ LI D SUHVFULEHU VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 
2[\EDWH 5(06 3URJUDP FRPSOHWHV WKH Sodium Oxybate REMS Program 
Patient Enrollment Form DQG VXEPLWV WKH IRUP WR WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP 
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F�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW VRGLXP R[\EDWH LV GLVSHQVHG DQG 
VKLSSHG RQO\ WR SDWLHQWV ZKR KDYH VLJQHG WKH Sodium Oxybate REMS Program 
Patient Enrollment Form DQG DFNQRZOHGJHG WKDW� 

L�	 +H�VKH KDV EHHQ FRXQVHOHG RQ WKH VHULRXV ULVNV DQG VDIH XVH RI VRGLXP 
R[\EDWH 

LL�	 +H�VKH KDV DVNHG WKH SUHVFULEHU DQ\ TXHVWLRQV WKH\ PD\ KDYH DERXW 
VRGLXP R[\EDWH 

G�	 )ROORZLQJ HQUROOPHQW� WKH SDWLHQW UHPDLQV LQ WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP XQOHVV WKH\ DUH GLVHQUROOHG E\ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DW 
WKH GLUHFWLRQ RI D VSHFLDOO\ FHUWLILHG SUHVFULEHU DQG�RU SKDUPDF\� 6SHFLDOO\ 
FHUWLILHG SKDUPDFLHV DQG�RU SUHVFULEHUV FDQ GLUHFW WKDW D SDWLHQW LV GLVHQUROOHG LI 
WKH SKDUPDF\ DQG�RU SUHVFULEHU VXVSHFW DEXVH� PLVXVH� RU GLYHUVLRQ� 5HDVRQV IRU 
GLVHQUROOPHQW LQFOXGH PXOWLSOH VXVSLFLRXV HDUO\ UHILOO UHTXHVWV RU RWKHU 
LQIRUPDWLRQ WKDW LQGLFDWHV SRVVLEOH DEXVH� PLVXVH� RU GLYHUVLRQ 

H�	 )ROORZLQJ GLVHQUROOPHQW� WKH 6RGLXP 2[\EDWH 5(06 3URJUDP ZLOO FRQWDFW WKH 
;\UHP 5(06 3URJUDP WR UHSRUW LQVWDQFHV RI SDWLHQW�SUHVFULEHU GLVHQUROOPHQW LQ 
6RGLXP 2[\EDWH 5(06 3URJUDP GXH WR VXVSHFWHG DEXVH� PLVXVH� RU GLYHUVLRQ 
DQG GRFXPHQW WKDW WKH FDOO ZDV FRPSOHWHG LQ WKH DSSURSULDWH GDWDEDVH� 

I�	 $ GLVHQUROOHG SDWLHQW PD\ EH UH�HQUROOHG LQ WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP� ,Q RUGHU WR UH�HQUROO D SDWLHQW ZKR KDG EHHQ SUHYLRXVO\ GLVHQUROOHG IRU 
VXVSLFLRQV RI DEXVH� PLVXVH� RU GLYHUVLRQ� RQH RI WKH VSHFLDOO\ FHUWLILHG 
SKDUPDFLHV PXVW FRQVXOW ZLWK WKH VSHFLDOO\ FHUWLILHG SUHVFULEHU VHHNLQJ WR UH� 
HQUROO WKH SDWLHQW DQG ZLOO FRPPXQLFDWH DOO UHOHYDQW SDWLHQW KLVWRU\ WR WKH 
VSHFLDOO\ FHUWLILHG SUHVFULEHU� DQG ERWK WKH VSHFLDOO\ FHUWLILHG SKDUPDF\ DQG WKH 
UHTXHVWLQJ VSHFLDOO\ FHUWLILHG SUHVFULEHU PXVW DJUHH WR UH�HQUROO WKH SDWLHQW 

J�	 $ SDWLHQW PD\ FKDQJH SUHVFULEHUV LI WKH QHZ SUHVFULEHU LV DOVR VSHFLDOO\ FHUWLILHG 
LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� DQG WKH QHZ SUHVFULSWLRQ GRHV QRW 
RYHUODS ZLWK DQRWKHU DFWLYH SUHVFULSWLRQ IRU VRGLXP R[\EDWH 

C. Implementation System 

1.	 The Implementation System for the Sodium Oxybate REMS Program includes 
the following: 

D�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW VRGLXP R[\EDWH LV GLVWULEXWHG RQO\ E\ 
ZKROHVDOHUV�GLVWULEXWRUV WKDW KDYH UHJLVWHUHG ZLWK WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP� 5HJLVWHUHG ZKROHVDOHUV�GLVWULEXWRUV ZLOO RQO\ VHOO�GLVWULEXWH WR 
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SKDUPDFLHV VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 

E�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW VRGLXP R[\EDWH LV GLVSHQVHG RQO\ E\ 
SKDUPDFLHV WKDW DUH VSHFLDOO\ FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� 
6RGLXP R[\EDWH ZLOO QRW EH VWRFNHG LQ UHWDLO SKDUPDF\ RXWOHWV 

F�	 6RGLXP R[\EDWH ZLOO EH VKLSSHG RQO\ WR SDWLHQWV HQUROOHG LQ WKH 6RGLXP 2[\EDWH 
5(06 3URJUDP SXUVXDQW WR D YDOLG SUHVFULSWLRQ ZULWWHQ E\ D SUHVFULEHU VSHFLDOO\ 
FHUWLILHG LQ WKH 6RGLXP 2[\EDWH 5(06 3URJUDP WKDW GRHV QRW RYHUODS ZLWK 
DQRWKHU DFWLYH SUHVFULSWLRQ IRU VRGLXP R[\EDWH 

G�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW WKH VHFXUH� YDOLGDWHG� VHSDUDWH� DQG 
GLVWLQFW 6RGLXP 2[\EDWH 5(06 3URJUDP GDWDEDVHV �SDWLHQW GDWDEDVH� VSHFLDOO\ 
FHUWLILHG SUHVFULEHU GDWDEDVH� VSHFLDOO\ FHUWLILHG SKDUPDF\ GDWDEDVH� DQG 
GLVHQUROOHG SUHVFULEHU GDWDEDVH� DUH PDLQWDLQHG DQG ZLOO RQO\ EH TXHULHG 
LQGHSHQGHQWO\ WKURXJK HOHFWURQLF WHOHFRPPXQLFDWLRQ YHULILFDWLRQ� 

H�	 &RPSOHWHG GDWD IRUPV� SUHVFULSWLRQ DQG GLVWULEXWLRQ GDWD� DV ZHOO DV LQIRUPDWLRQ 
UHODWHG WR GRVLQJ� FRQFRPLWDQW PHGLFDWLRQV� DQG EHKDYLRU WKDW UDLVHV VXVSLFLRQ RI 
DEXVH� PLVXVH� RU GLYHUVLRQ� LQFOXGLQJ FRPSOHWH 505 KLVWRULHV� ZLOO EH FRQWDLQHG 
RQO\ LQ WKH DSSURSULDWH GDWDEDVH� 7KH 6RGLXP 2[\EDWH 5(06 3URJUDP ZLOO 
XWLOL]H WKH VHFXUH� YDOLGDWHG� VHSDUDWH� DQG GLVWLQFW GDWDEDVHV WKDW ZLOO RQO\ EH 
TXHULHG LQGHSHQGHQWO\ WKURXJK HOHFWURQLF WHOHFRPPXQLFDWLRQ YHULILFDWLRQ� OLVWHG 
EHORZ� 

L�	 (QUROOHG SDWLHQW GDWDEDVH 

LL�	 6SHFLDOO\ FHUWLILHG SUHVFULEHU GDWDEDVH 

LLL� 'LVHQUROOHG SUHVFULEHU GDWDEDVH 

LY� 6SHFLDOO\ FHUWLILHG SKDUPDF\ GDWDEDVH 

Y�	 :KROHVDOHU�'LVWULEXWRU GDWDEDVH 

I�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW D VRGLXP R[\EDWH 0HGLFDWLRQ *XLGH LV 
LQFOXGHG ZLWK HDFK VKLSPHQW RI VRGLXP R[\EDWH 

J�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO PRQLWRU WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 
GDWDEDVHV IRU WLPHO\ UHSRUWLQJ WR VSHFLDOO\ FHUWLILHG SUHVFULEHUV DQG SKDUPDFLHV RI 
DQ\ EHKDYLRU E\ HQUROOHG SDWLHQWV RU VSHFLDOO\ FHUWLILHG SUHVFULEHUV LQ WKH 6RGLXP 
2[\EDWH 5(06 3URJUDP WKDW UDLVHV VXVSLFLRQ RI DEXVH� PLVXVH� RU GLYHUVLRQ 
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K�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO PRQLWRU WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 
GDWDEDVHV WR HQVXUH FRPSOLDQFH ZLWK WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DQG WR 
HYDOXDWH WKH LPSOHPHQWDWLRQ RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� 6RGLXP 
2[\EDWH VSRQVRUV ZLOO HQVXUH WKDW DSSURSULDWH FRUUHFWLYH DFWLRQV DUH LPSOHPHQWHG 
WR DGGUHVV FRPSOLDQFH FRQFHUQV 

L�	 6RGLXP 2[\EDWH VSRQVRUV PXVW DXGLW WKH ZKROHVDOHUV�GLVWULEXWRUV ZLWKLQ �� 
FDOHQGDU GD\V DIWHU WKH ZKROHVDOHU�GLVWULEXWHU LV DXWKRUL]HG WR HQVXUH WKDW DOO 
SURFHVVHV DQG SURFHGXUHV DUH LQ SODFH DQG IXQFWLRQLQJ WR VXSSRUW WKH UHTXLUHPHQWV 
RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP� &RUUHFWLYH DFWLRQ PXVW EH LQVWLWXWHG E\ 
6RGLXP 2[\EDWH VSRQVRUV LI QRQFRPSOLDQFH LV LGHQWLILHG 

M�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO DXGLW DOO VSHFLDOO\ FHUWLILHG SKDUPDFLHV DIWHU 
DSSURYDO RI WKH 6RGLXP 2[\EDWH 5(06 3URJUDP WR HQVXUH WKDW HDFK SKDUPDF\ 
LPSOHPHQWV WKH 6RGLXP 2[\EDWH 5(06 3URJUDP DV GLUHFWHG ZLWKLQ �� FDOHQGDU 
GD\V DIWHU WKH SKDUPDF\ SODFHV LWV ILUVW RUGHU RI VRGLXP R[\EDWH� 7KHUHDIWHU� 
6RGLXP 2[\EDWH VSRQVRUV ZLOO DXGLW DW OHDVW ��� RI WKH 6RGLXP 2[\EDWH 5(06 
3URJUDP VSHFLDOO\ FHUWLILHG SKDUPDF\ GLVSHQVLQJ ORFDWLRQV DW OHDVW DQQXDOO\� 
LGHQWLI\ DOO LVVXHV RI QRQFRPSOLDQFH� DQG LQVWLWXWH DSSURSULDWH FRUUHFWLYH DFWLRQV� 
SRWHQWLDOO\ LQFOXGLQJ SKDUPDF\ GHFHUWLILFDWLRQ� 

N�	 7KH 6RGLXP 2[\EDWH VSRQVRUV ZLOO PRQLWRU WKH 6RGLXP 2[\EDWH 5(06 3URJUDP 
IRU WLPHO\ UHSRUWLQJ RI DOO SRWHQWLDO DGYHUVH HYHQWV 

O�	 6RGLXP 2[\EDWH VSRQVRUV ZLOO PRQLWRU DQG HYDOXDWH WKH LPSOHPHQWDWLRQ RI WKH 
(OHPHQWV WR $VVXUH 6DIH 8VH DQG WDNH UHDVRQDEOH VWHSV WR ZRUN WR LPSURYH 
LPSOHPHQWDWLRQ RI WKHVH HOHPHQWV 
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Dear Prescriber, 

Welcome to the Sodium Oxybate REMS Program, which was developed in collaboration with the Food and Drug Administration 
(FDA) as a Risk Evaluation and Mitigation Strategy (REMS). A REMS is a strategy to manage known or potential serious risks 
associated with a drug product and is required by the FDA to ensure that the benefits of the drug outweigh its risks. 

This brochure provides valuable information about the Sodium Oxybate REMS Program that includes important prescribing 
information, educational and counseling requirements, and materials necessary for program certification and prescribing 
sodium oxybate oral solution, including: 

• Sodium Oxybate REMS Program Prescriber Enrollment Form – a one-time certification is required for all prescribers of 
sodium oxybate. 

• Sodium Oxybate REMS Program Patient Enrollment Form – a one-time patient enrollment in the Sodium Oxybate REMS 
Program is required for each new patient for whom sodium oxybate will be prescribed. 

• Sodium Oxybate REMS Program Prescription Form – required for prescribing sodium oxybate. This form must be used for new 
prescriptions and may also be used for refills and renewals of sodium oxybate prescriptions. 

• Sodium Oxybate REMS Program Patient Quick Start Guide – answers important questions for patients about how to get 
sodium oxybate, how to use sodium oxybate properly, and how to store it safely. It also gives important information about the 
risks associated with sodium oxybate. 

The Sodium Oxybate REMS Program Prescriber Enrollment Form and Sodium Oxybate REMS Program Patient Enrollment Form 
must be completed in full and sent to the Sodium Oxybate REMS Program. The Sodium Oxybate REMS Program Prescription Form 
must be completed in full and sent to one of the certified pharmacies. For your convenience, the Sodium Oxybate REMS Program 
Prescriber Enrollment Form and the Sodium Oxybate REMS Program Patient Enrollment Form are available online at 
www.SodiumOxybateREMSProgram.com and all three forms can be requested by calling the Sodium Oxybate REMS Program toll-
free at 855-705-2424. A certified pharmacy in the Sodium Oxybate REMS Program is responsible for processing prescriptions for 
sodium oxybate. 

Continue reading this brochure to learn more about the Sodium Oxybate REMS Program and your responsibilities as a prescriber 
of sodium oxybate. Please review the Prescribing Information (PI) for sodium oxybate. 

Sodium oxybate may be dispensed only to patients enrolled in the Sodium Oxybate REMS Program. 

Sodium oxybate is approved for: 

• Treatment of cataplexy in narcolepsy 

• Treatment of excessive daytime sleepiness (EDS) in narcolepsy 

If you require any additional assistance or information, please call the Sodium Oxybate REMS Program at 855-705-2424 or visit 
www.SodiumOxybateREMSProgram.com. 

Sincerely, 

Sodium Oxybate sponsors 
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IMPORTANT SAFETY INFORMATION 

CONTRAINDICATIONS 

• Sodium oxybate is contraindicated in patients being treated with sedative hypnotics. 

• Patients should not drink alcohol when using sodium oxybate. 

• Sodium oxybate is contraindicated in patients with succinic semialdehyde dehydrogenase deficiency. 

WARNINGS AND PRECAUTIONS 

CNS Depression 

• Sodium oxybate is a CNS depressant. Concurrent use of sodium oxybate with other CNS depressants, including but not 
limited to opioid analgesics; benzodiazepines; sedating antidepressants, antipsychotics, or anti-epileptics; general 
anesthetics; muscle relaxants; and/or illicit CNS depressants, may increase the risk of respiratory depression, hypotension, 
profound sedation, syncope, and death. 

o	 If use of these CNS depressants in combination with sodium oxybate is required, dose reduction or discontinuation 
of one or more CNS depressants (including sodium oxybate) should be considered. 

o	 If short-term use of an opioid (e.g., post- or perioperative) is required, interruption of treatment with sodium oxybate 
should be considered. 

• Patients who have sleep apnea or compromised respiratory function may be at a higher risk of developing respiratory 
depression, loss of consciousness, coma, and death with sodium oxybate use. 

Healthcare providers should caution patients about operating hazardous machinery for the first 6 hours after taking a dose of 
sodium oxybate. 

Abuse and Misuse 

• Sodium oxybate is a Schedule Ill controlled substance. 

• Sodium oxybate, is the sodium salt of gamma-hydroxybutyrate (GHB), a Schedule I controlled substance. Abuse of illicit 
GHB, either alone or in combination with other CNS depressants, is associated with CNS adverse events, including seizure, 
respiratory depression, decreases in the level of consciousness, coma, and death. Illicit GHB has also been associated with 
drug-facilitated sexual assault. 

• The rapid onset of sedation, coupled with the amnestic features of sodium oxybate, particularly when combined with alcohol, 
has proven to be dangerous for the voluntary and involuntary user (e.g. assault victim). 

• You should carefully evaluate patients for a history of drug abuse and follow such patients closely, observing them for signs of 
misuse or abuse of sodium oxybate (e.g. increase in size or frequency of dosing; reports of lost, stolen, or spilled medication; 
drug-seeking behavior; feigned cataplexy). 

Sodium Oxybate REMS Program 

• Sodium oxybate is to be prescribed only to patients enrolled in the Sodium Oxybate REMS Program. Sodium oxybate is 
available only through a restricted distribution program called the Sodium Oxybate REMS Program. Required components 
of the Sodium Oxybate REMS Program are: 

o	 Healthcare providers who prescribe sodium oxybate must be certified. To be certified, prescribers must complete the 
Sodium Oxybate REMS Program Prescriber Enrollment Form and comply with the Sodium Oxybate REMS Program 
requirements. 

o Sodium oxybate will be dispensed only by pharmacies that are certified. 
o	 Sodium oxybate will be shipped only to enrolled patients with documentation of safe use conditions. To be enrolled, 

patients must sign the Sodium Oxybate REMS Program Patient Enrollment Form and acknowledge that they have been 
counseled on the serious risks and safe use of sodium oxybate. 

Further information is available at www.SodiumOxybateREMSProgram.com or 855-705-2424. 

December 2016 3 
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Depression, Suicidality, and Other Behavioral/Neuropsychiatric Adverse Events 

• The emergence of depression in patients treated with sodium oxybate was seen in clinical trials and requires careful and 
immediate attention. Patients with a previous history of a depressive illness and/or suicide attempt should be monitored 
especially carefully for the emergence of depressive symptoms while taking sodium oxybate. Sodium oxybate can cause 
the emergence of neuropsychiatric adverse events (psychosis, paranoia, hallucination, and agitation), loss of 
consciousness, and sleepwalking. Patients should be instructed to call their healthcare provider if they experience any of 
these events. 

• Anxiety can also occur in patients treated with sodium oxybate. 

Use in Patients Sensitive to High Sodium Intake 

• Sodium oxybate has a high sodium content. 

• Daily sodium intake should be considered in patients on salt-restricted diets or with heart failure, hypertension, or 
compromised renal function. 

Most Common Adverse Events 

• In three controlled clinical trials, the most common adverse reactions (incidence 25% and twice the rate seen with placebo) in 
sodium oxybate -treated patients were nausea (20%), dizziness (15%), vomiting (11%), somnolence (8%), enuresis (7%), 
and tremor (5%). 

• Of the 398 sodium oxybate treated patients with narcolepsy, 10.3% of patients discontinued because of adverse reactions 
compared with 2.8% of patients receiving placebo. The most common adverse reaction leading to discontinuation was 
nausea (2.8%).The majority of adverse reactions leading to discontinuation began during the first few weeks of treatment. 

• Please see PI for sodium oxybate. 
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Prescribing Information and a Medication Guide are also included. 
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PRESCRIBING SODIUM OXYBATE – A BRIEF GUIDE 

The procedure for writing and dispensing prescriptions for sodium oxybate is outlined below. 

PRESCRIBERS OF SODIUM OXYBATE 

Prescribing sodium oxybate requires a one-time certification. 

• If you are prescribing sodium oxybate for the first time, complete the Sodium Oxybate REMS Program Prescriber Enrollment 
Form, found either in this Sodium Oxybate REMS Program Prescriber Brochure or online at 
www.SodiumOxybateREMSProgram.com. If you choose not to complete the Sodium Oxybate REMS Program Prescriber 
Enrollment Form online, please fax it to the Sodium Oxybate REMS Program at 800-353-0987 or mail to Sodium Oxybate 
REMS Program, PO Box XXXXX, City, ST XXXXX-XXXX. 

• On the Sodium Oxybate REMS Program Prescriber Enrollment Form, please confirm that: 
o	 You understand that sodium oxybate is approved for:
 
- Treatment of cataplexy in patients with narcolepsy
 

- Treatment of excessive daytime sleepiness (EDS) in patients with narcolepsy
 

o You have read and understand the PI and this Sodium Oxybate REMS Program Prescriber Brochure 
o	 You agree to screen each patient for: 
- History of alcohol or substance abuse 
- History of sleep-related breathing disorders 
- History of compromised respiratory function 
- Concomitant use of sedative hypnotics, other CNS depressants, or other potentially interacting agents 
- History of depression or suicidality 

o	 You agree to counsel your patients on: 
- The serious risks associated with sodium oxybate 
- Contraindications (alcohol and sedative hypnotics) 
- Risks of concomitant use of sodium oxybate with alcohol and/or other CNS depressants 
- Risk of operating hazardous machinery, including automobiles or airplanes, for the first 6 hours after taking a 

dose of sodium oxybate
 

- Preparation and dosing instructions for sodium oxybate
 

- Risk of abuse and misuse associated with use of sodium oxybate
 

- Safe use, handling, and storage of sodium oxybate
 

o	 You will enroll each patient in the Sodium Oxybate REMS Program by completing the one-time Sodium Oxybate 
REMS Program Patient Enrollment Form and submitting the form to the Sodium Oxybate REMS Program 

o	 You will evaluate each patient within the first 3 months of starting sodium oxybate, including an evaluation of the 
following. t is recommended that patients be re-evaluated every 3 months thereafter while on sodium oxybate therapy: 
- Patient's concomitant medications 
- Serious adverse events 
- Signs of abuse and misuse such as an increase in dose or frequency of dosing; reports of lost, stolen, or 

spilled medication; and/or drug seeking behavior 
o You will report all potential serious adverse events including CNS depression, respiratory depression, loss of 

consciousness, coma, and death, and any cases of suspected abuse, misuse, or diversion to the Sodium Oxybate 
REMS Program 

December 2016 6 
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–PRESCRIBING SODIUM OXYBATE A BRIEF GUIDE (CONT’D) 

• On the Sodium Oxybate REMS Program Patient Enrollment Form: 

o	 Verify that you have provided counseling to each patient about the serious risks associated with the use of sodium 
oxybate and the safe use conditions as described in the Sodium Oxybate REMS Program Patient Quick Start 
Guide 

o	 Obtain mandatory patient signature acknowledging that he/she has been counseled on the serious risks and safe use 
conditions of sodium oxybate and has had the opportunity to ask you any questions he/she may have about sodium 
oxybate, and the patient grants you the authority to release personal information to the Sodium Oxybate REMS 
Program, other Sodium Oxybate REMS Programs and its business partners and agents, including the certified 
pharmacy that will fill the prescription 

o	 Fax the completed Sodium Oxybate REMS Program Patient Enrollment Form to the Sodium Oxybate REMS Program 
at 855-705-2424, complete online at www.SodiumOxybateREMSProgram.com, or mail to Sodium Oxybate REMS 
Program, PO Box XXXXX, City, ST XXXXX-XXXX 

PRESCRIBING REQUIREMENTS 

• Write prescriptions for both new and existing patients using the Sodium Oxybate REMS Program Prescription Form. If the 
patient has a lapse in therapy for 6 months or more, a new prescription will be required. 

o Fill out the form completely and clearly to ensure timely fulfillment of your patient's prescription 
o	 Verify that you have screened your patient for: 
- History of alcohol or substance abuse 
- History of sleep-related breathing disorders 
- History of compromised respiratory function 
- Concomitant use of sedative hypnotics, other CNS depressants, or other potentially interacting agents 
- History of depression or suicidality 

o	 Verify that you have counseled the patient regarding:
 
- The serious risks associated with sodium oxybate
 

- Contraindications (alcohol and sedative hypnotics)
 
- The risks of concomitant use of alcohol or other CNS depressants, including sedating
 

antidepressants. antipsychotics, or anti-epileptics; opioids; benzodiazepines; muscle relaxants; and 
general anesthetics 

- The risks of operating hazardous machinery, including automobiles or airplanes. for the first 6 hours after taking 
a dose of sodium oxybate 

- Preparation and dosing instructions for sodium oxybate 
- The risk of abuse and misuse associated with sodium oxybate 
- Safe use, handling, and storage of sodium oxybate (refer to pages 13 & 14 of this brochure for Patient 

Counseling Information) 
o	 Provide a list of all current prescription and non-prescription medications and dosages that the patient is currently 

taking, to the best of your knowledge. This can be done by completing the Medications field on the Sodium Oxybate 
REMS Program Prescription Form or by faxing a separate page from the patient's medical history 

NOTE: Prior to dispensing each sodium oxybate prescription (including refills), the certified pharmacy responsible to dispense 
sodium oxybate to the patient will complete a Drug Utilization Review (DUR) and, during the patient counseling process, will ask 
the patient about the use of other medicines. If the patient’s certified pharmacy learns that the patient is taking a previously 
undisclosed contraindicated medication (sedative hypnotics), an opioid, or more than one CNS depressant, and the prescriber 
has not indicated awareness of the concomitant medication, the patient’s certified pharmacy will contact and inform the 
prescriber of the concomitant medication use prior to dispensing sodium oxybate. The patient’s certified pharmacy may also 
contact the prescriber about other concomitant medications of concern. 
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–PRESCRIBING SODIUM OXYBATE A BRIEF GUIDE (CONT’D) 
o	 Verify that you have informed the patient that his or her certified pharmacy will send him/her a copy of the sodium oxybate 

Medication Guide with each prescription fill and a Sodium Oxybate REMS Program Patient Quick Start Guide prior to his/her 
first prescription fill, if you haven't provided one previously. These materials are available through the Sodium Oxybate 
REMS Program at www.SodiumOxybateREMSProgram.com 

o Access www.SodiumOxybateREMSProgram.com to look up the certified pharmacies 
o	 Fax the completed Sodium Oxybate REMS Program Prescription Form and all renewal/refill prescriptions to one of the 

certified pharmacies 

Patient Evaluation 

• Evaluate each patient within the first 3 months of starting sodium oxybate therapy, including an evaluation of the following. It 
is recommended that patients be re-evaluated every 3 months thereafter while they are taking sodium oxybate. 

o Concomitant use of sedative hypnotics, other CNS depressants, or other potentially interacting agents 
o Serious adverse events 
o	 Signs of abuse and misuse, such as an increase in dose or frequency of dosing; reports of lost, stolen, or
 

spilled medication; and/or drug-seeking behavior
 

Refill Prescriptions 

• One of the certified pharmacies will send you a Sodium Oxybate REMS Program Prescription Form in advance of a patient's 
prescription expiring or running out of refills. Prescription refills and renewals may also be conveyed by phone or fax to the 
patient’s certified pharmacy, and must be documented in the Sodium Oxybate REMS Program. 

o Fill out the form completely and clearly to ensure timely fulfillment of your patient's prescription 
o Access www.SodiumOxybateREMSProgram.com to look up the certified pharmacies 
o	 Fax the completed Sodium Oxybate REMS Program Prescription Form and all subsequent prescriptions to one of the 

certified pharmacies 
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RESPONSIBILITIES OF THE SODIUM OXYBATE REMS PROGRAM CERTIFIED PHARMACIES 

FOLLOWING RECEIPT OF A PATIENT’S PRESCRIPTION, A CERTIFIED PHARMACY WILL: 

• Provide you with confirmation of each new Sodium Oxybate REMS Program Prescription Form received from your office 

• Contact the patient's insurance provider to verify sodium oxybate prescription benefits 

• Prior to the first shipment, contact the patient to: 
o	 Confirm whether he or she has received a copy of the Sodium Oxybate REMS Program Patient Quick Start Guide. 

The patient’s certified pharmacy will send a copy of the Sodium Oxybate REMS Program Patient Quick Start Guide 
to any patient not previously receiving one from his or her prescriber 

o	 Counsel the patient using the Sodium Oxybate REMS Program Patient Counseling Checklist on expectations from 
sodium oxybate therapy and how to prepare and take sodium oxybate doses safely and effectively 

o Review important sodium oxybate safety information and precautions for sodium oxybate use 
o Review sodium oxybate safe handling and storage procedures 
o Review the adverse events associated with sodium oxybate 
o	 Review the patient's use of concomitant medications
 

- You will be notified of any potential for drug interactions based on patient counseling
 

o	 Ask if the patient has any questions about sodium oxybate and answer the questions and/or refer the patient back to 
the prescriber, as appropriate 

•	 Provide 24/7 toll-free telephone access to pharmacist support for prescribers, office staff, and patients by answering
 
questions about safety, dosing, and patient care
 

•	 Dispense and ship sodium oxybate by overnight service to the patient or his or her authorized adult designee 

•	 Remind patients about monthly refills 

•	 Contact the prescriber if a prescription refill or renewal is required 

For your convenience, materials and information regarding the Sodium Oxybate REMS Program are available online at 
www.SodiumOxybateREMSProgram.com. 

Please be sure to review the Prescribing Information prior to prescribing sodium oxybate for your patients. 
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GUIDELINES FOR DOSING AND TITRATING SODIUM OXYBATE 

DOSING SODIUM OXYBATE 
Sodium oxybate is a liquid medication taken orally at bedtime. Due to its short half-life, sodium oxybate is taken in 2 equal doses at 
night, with the first dose taken at bedtime and the second dose taken 2.5 to 4 hours later. 

• The recommended starting dose is 4.5 g/night divided into 2 equal doses of 2.25 g each 

• The effective dose range is 6 g to 9 g/night 

• Doses higher than 9 g/night have not been studied and should not ordinarily be administered 

• The dose of sodium oxybate should be titrated to effect 
o Sodium oxybate should be titrated in increments of 1.5 g/night at weekly intervals 

• An initial sodium oxybate dose reduction of at least 20% is recommended if divalproex sodium is prescribed to patients already 
taking sodium oxybate. For patients already taking divalproex sodium, it is recommended that prescribers use a lower starting 
sodium oxybate dose when introducing sodium oxybate. Prescribers are advised to monitor patient response closely and adjust 
dose accordingly if concomitant use of sodium oxybate and divalproex sodium is warranted 

• Improvement may occur during the first weeks of therapy; however, titration to an optimal dose may take longer 

• Once a stable dose is established, patients should be evaluated periodically 

Note: the patient's first shipment of sodium oxybate will be limited to a 1-month (30-day) supply, and future shipments 
cannot exceed a 3-month (90-day) supply. 

DOSING AND TITRATION 
1st Dose 2nd Dose Total Nightly Dose 

Recommended Starting Dose 2.25 g 2.25 g 4.5 g 
3 g 3 g 6 g Effective 

Dosing 
Range 

3.75 g 3.75 g 7.5 g 
Maximum Dose 4.5 g 4.5 g 9 g 

Please see PI for sodium oxybate for additional guidelines for dosing and titration. 

PATIENT DOSING INFORMATION: 

• Inform patients that all bottles contain concentrated medication ONLY and that water for dilution is not contained in the 
box. Advise patients to keep sodium oxybate in the provided bottle(s) 

• Patients should prepare both nighttime doses at bedtime 
o Instruct patients to make sure that pharmacy vials are empty prior to preparing each dose 
o Each dose of sodium oxybate should be diluted with about 1/4 cup of water 
o	 Patients should be instructed to store sodium oxybate bottles and prepared nightly doses in a secure place out of 

the reach of children and pets 

• Food significantly reduces the bioavailability of sodium oxybate; therefore, doses should be taken at least 2 hours 
after eating 

• Both doses should be taken while in bed 

• The first dose should be taken at bedtime and the second dose 2.5 to 4 hours later 
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ADDITIONAL INFORMATION ABOUT SODIUM OXYBATE 

Sodium oxybate has been placed in a bifurcated federal schedule. Sodium oxybate is a Schedule Ill controlled substance when 
used for legitimate medical purposes, as prescribed. The active ingredient, sodium oxybate, or gamma-hydroxybutyrate (GHB), 
is classified as a Schedule I controlled substance when used for any other reason or by anyone other than for whom it was 
prescribed. Your patients should be informed that federal law prohibits the transfer of sodium oxybate to any persons other than 
the patient for whom it was prescribed. If you have any questions regarding this, please call the Sodium Oxybate REMS 
Program toll-free at 855-705-2424. 

Illicit use and abuse of GHB have been reported, including drug-facilitated sexual assault. Prescribers should carefully evaluate 
patients for a history of drug abuse and follow patients closely, observing them for signs of misuse or abuse of GHB (e.g., 
increase in dose or frequency of dosing, reports of lost, stolen, or spilled medication, drug-seeking behavior). 

WHEN PRESCRIBING A CONTROLLED SUBSTANCE: 

• Be judicious when deciding to increase a dose. Make sure the appropriate medical indicators for increasing or altering a 
dose are present 

• Be suspicious of a pattern of excuses for additional refills or repeated requests for additional refills on an emergency basis 

• Be vigilant. Recognize that there is potential to abuse sodium oxybate 
It is important you know that the Sodium Oxybate REMS Program maintains records about who is prescribing sodium oxybate. 
These records will be made available to any state or federal agency that requests them. 

DEPENDENCE AND TOLERANCE 
Dependence 

• Cases of severe dependence and cravings for GHB have been reported 

• There have been case reports of dependence after illicit use of GHB at frequent repeated doses 
o Doses (18 g/day to 250 g/day) were in excess of therapeutic dose range 

• Abstinence syndrome has not been reported in clinical trials 

Tolerance 

• Open-label, long-WHUP ��� PRQWKV� FOLQLFDO WULDOV GLG QRW GHPRnstrate development of tolerance 

• There have been some case reports of symptoms of tolerance developing after illicit use at doses far in excess of 
the recommended sodium oxybate dosage regimen 

Discontinuation effects and tolerance of sodium oxybate have not been systematically evaluated in controlled clinical trials. 

For your convenience, materials and information regarding the 
Sodium Oxybate REMS Program are available online at 

www.SodiumOxybateREMSProgram.com 
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USE IN SPECIFIC POPULATIONS 

PREGNANCY 
Teratogenic Effects: Pregnancy Category C.
 
Nonteratogenic Effects: Because animal reproduction studies are not always predictive of human response, this drug should 

be used during pregnancy only if clearly needed.
 

LABOR AND DELIVERY 
Sodium oxybate has not been studied in labor or delivery. In obstetric anesthesia using an injectable formulation of sodium 
oxybate, newborns had stable cardiovascular and respiratory measures but were very sleepy, causing a slight decrease in 
Apgar scores. There was a fall in the rate of uterine contractions 20 minutes after injection. Placental transfer is rapid, but 
umbilical vein levels of sodium oxybate were no more than 25% of the maternal concentration. No sodium oxybate was detected 
in the infant's blood 30 minutes after delivery. Elimination curves of sodium oxybate between a 2-day-old infant and a 15-year
old patient were similar. Subsequent effects of sodium oxybate on later growth, development, and maturation in humans are 
unknown. 

NURSING MOTHERS 
It is not known whether sodium oxybate is excreted in human milk. Because many drugs are excreted in human milk, caution 
should be exercised when sodium oxybate is administered to a nursing woman. 

PEDIATRIC USE 
Safety and effectiveness in pediatric patients have not been established. 

GERIATRIC USE 
There is limited experience with sodium oxybate in subjects 65 years and older. In general, dose selection for an elderly patient 
should be cautious, usually starting at the low end of the dosing range, reflecting the greater frequency of decreased hepatic, 
renal, or cardiac function, and of concomitant disease and other drug therapy. 

RACE AND GENDER EFFECTS 
There were too few non-Caucasian patients in the narcolepsy clinical trials to permit evaluation of racial effects on safety or
 
efficacy. More than 90% of the subjects in the clinical trials were Caucasian.
 
In the narcolepsy clinical trials, with a database that was 58% female, no important differences in safety or efficacy of sodium 

oxybate were noted between men and women.
 

Please read accompanying Prescribing Information. 
The Sodium Oxybate REMS Program is here to support you, your staff, and your patients. 

For assistance, call 855-705-2424 (toll-free). 
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PATIENT COUNSELING INFORMATION 
Prior to initiating therapy, counsel each patient regarding the serious risks and safe use, handling and storage of sodium 
oxybate using the Sodium Oxybate REMS Program Patient Quick Start Guide and encourage all patients to read the sodium 
oxybate Medication Guide. 

• Inform patients that sodium oxybate is available only through certified pharmacies under a restricted distribution program 
called the Sodium Oxybate REMS Program and provide them with the telephone number and website for more information 
about sodium oxybate and the Sodium Oxybate REMS Program 

• Confirm that patients understand the serious risks and safe use conditions of sodium oxybate and that you have answered any 
questions the patient has about sodium oxybate by having the patient sign and date the Sodium Oxybate REMS Program 
Patient Enrollment Form. Inform the patient that regular follow-up is recommended 

As a component of the Sodium Oxybate REMS Program, the contents of the sodium oxybate Medication Guide are reviewed 
with every patient by a Sodium Oxybate REMS Program certified pharmacy before initiating treatment with sodium oxybate. 

To ensure safe and effective use of sodium oxybate, you should provide your patient with the following guidance: 

ALCOHOL OR SEDATIVE HYPNOTICS 

Advise patients not to drink alcohol or take other sedative hypnotics if they are taking sodium oxybate. 

SEDATION 
Inform patients that after taking sodium oxybate they are likely to fall asleep quickly (often within 5 minutes and usually within 15 
minutes), but the time it takes to fall asleep can vary from night to night. The sudden onset of sleep, including in a standing 
position or while rising from bed, has led to falls resulting in injuries, in some cases requiring hospitalization. Instruct patients to 
remain in bed following ingestion of their first dose, and not to take their second dose until 2.5 to 4 hours later. 

FOOD EFFECTS ON SODIUM OXYBATE 
Food significantly decreases the bioavailability of sodium oxybate. Inform patients to take the first dose at least 2 hours after 
eating. 

RESPIRATORY DEPRESSION 
Inform patients that sodium oxybate can be associated with respiratory depression even at recommended doses and with 
concurrent use of sodium oxybate with other CNS depressants. 

OPERATING HAZARDOUS MACHINERY 
Inform patients that until they are reasonably certain that sodium oxybate does not affect them adversely (e.g., impair judgment, 
thinking, or motor skills) they should not operate hazardous machinery, including automobiles or airplanes. 

SUICIDALITY 
Instruct patients or families to contact a healthcare provider immediately if the patient develops depressed mood, markedly 
diminished interest or pleasure in usual activities, significant change in weight and/or appetite, psychomotor agitation or 
retardation, increased fatigue, feelings of guilt or worthlessness, slowed thinking or impaired concentration, or suicidal ideation. 

SLEEPWALKING 
Instruct patients and their families that sodium oxybate has been associated with sleepwalking and to contact their healthcare 
provider if this occurs. 

SODIUM INTAKE 
Instruct patients who are sensitive to sodium intake (e.g. those with heart failure, hypertension, or renal impairment) that 
sodium oxybate contains a significant amount of sodium and they should limit their sodium intake. 

SAFE USE, HANDLING, STORAGE, AND DISPOSAL 

• Discuss safe and proper use of sodium oxybate and dosing information with patients prior to the initiation of treatment 

• Instruct patients to store sodium oxybate bottles and sodium oxybate doses in a secure place, out of reach of children 
and pets 

• Patients should be instructed to divide their total nightly dose into 2 separate doses. They should not further divide each of 
the 2 separate doses 

• Patients should be informed that they should be seen by their healthcare provider frequently to review dose titration, 
symptom response, and adverse reactions 

• Instruct patients to store sodium oxybate at room temperature, between 59°F and 86°F. Inform patients that they may 
safely dispose of sodium oxybate down the sink or toilet drain 

• Inform patients that they must report all instances of lost or stolen sodium oxybate to the local police and to the Sodium 
Oxybate REMS Program 
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I understand that sodium oxybate is approved for: 

• Treatment of cataplexy in narcolepsy 
• Treatment of excessive daytime sleepiness (EDS) in narcolepsy 

I understand that: 

• Sodium oxybate is a CNS depressant and can cause obtundation and clinically significant respiratory depression at recommended doses 
• Alcohol and sedative hypnotics are contraindicated in patients who are using sodium oxybate 
• Concurrent use of sodium oxybate with other CNS depressants, including but not limited to opioid analgesics, benzodiazepines, sedating 

antidepressants or antipsychotics, sedating anti-epileptics, general anesthetics, muscle relaxants, and/or illicit CNS depressants, may 
increase the risk of respiratory depression, hypotension, profound sedation, syncope, and death 
- If use of these CNS depressants in combination with sodium oxybate is required, dose reduction or discontinuation of one or more CNS 

depressants (including sodium oxybate) should be considered 
- If short-term use of an opioid (e.g., post- or perioperative) is required, interruption of treatment with sodium oxybate should be considered 

• Patients who have sleep apnea or compromised respiratory function (e.g., asthma, COPD, etc.) may be at higher risk of developing 
respiratory depression, loss of consciousness, coma, and death with sodium oxybate use 

• Sodium oxybate is a Schedule III controlled substance with potential for abuse and misuse 
• Safe use, handling and storage by patients is important in order to prevent abuse/misuse and accidental exposure to family/friends including 

children 
• Sodium oxybate is to be prescribed only to patients enrolled in the Sodium Oxybate REMS Program 

I have read and understand the Prescribing Information (PI) and Sodium Oxybate REMS Program Prescriber Brochure. 

I have screened this patient for: 

• History of alcohol or substance abuse 
• History of sleep-related breathing disorders 
• History of compromised respiratory function 
• Concomitant use of sedative hypnotics, other CNS depressants, or other potentially interacting agents 
• History of depression or suicidality 

I have counseled this patient on: 

• The serious risks associated with sodium oxybate 
• Contraindications (alcohol and sedative hypnotics) 
• Risk of concomitant use of sodium oxybate with alcohol, other CNS depressants, or other potentially interacting agents 
• Preparation and dosing instructions for sodium oxybate 
• Risk of abuse and misuse associated with use of sodium oxybate 
• Risk of operating hazardous machinery, including automobiles or airplanes, for the first 6 hours after taking a dose of sodium oxybate 
• Preparation and dosing instructions for sodium oxybate 
• Safe use, handling, and storage of sodium oxybate 

Prescriber: Signature verification is required on the front page of this Sodium Oxybate REMS Program Prescription Form 
as acknowledgment that you have an understanding of and/or agree to the following: 

Note: This form may not satisfy all legal requirements for prescribing sodium oxybate in your state. Please 
submit all prescriptions in accordance with applicable state laws. 

Pharmacy Use Only – My signature below signifies that: I have contacted the Xyrem REMS Program to: 
- Verify that the patient has no other active prescriptions for sodium oxybate that overlap with the current prescription 
- Verify the patient/prescriber has not been disenrolled in the Xyrem REMS Program for suspected abuse, misuse, or diversion 
- Report this prescription filled for sodium oxybate 

*Pharmacist Name (please print): *Phone: 

*Pharmacist Signature: *Date: 
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Read this Quick Start Guide and the 

sodium oxybate Medication Guide carefully 

before you start taking sodium oxybate. 

YOUR DOCTOR HAS PRESCRIBED 

SODIUM OXYBATE ORAL SOLUTION 

Frequently asked 

questions about 

the safe use and 

handling of 

sodium oxybate 
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Dear Patient, 

Welcome to the Sodium Oxybate REMS Program. You are receiving these 
materials because your healthcare provider has prescribed sodium oxybate oral 
solution for you. Sodium oxybate is a medicine used to treat excessive daytime 
sleepiness and/or cataplexy in patients with narcolepsy. 

Because of the serious risks associated with sodium oxybate, the Food and Drug 
Administration (FDA) has required a special program called a Risk Evaluation 
and Mitigation Strategy (REMS) for sodium oxybate. The purpose of the Sodium 
Oxybate REMS Program is to make sure the benefits of sodium oxybate 
outweigh the risks. All patients must be enrolled in the Sodium Oxybate REMS 
Program to receive sodium oxybate. This Quick Start Guide and the sodium 
oxybate Medication Guide contain information you need to know about sodium 
oxybate and will help you to use sodium oxybate correctly. Read this Quick Start 
Guide and the sodium oxybate Medication Guide before you start taking sodium 
oxybate. 
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After your healthcare provider sends your enrollment form to the Sodium 
Oxybate REMS Program and first prescription for sodium oxybate to your 
certified pharmacy, you will receive a call from your certified pharmacy of the 
Sodium Oxybate REMS Program to tell you how the Sodium Oxybate REMS 
Program helps you get started with taking sodium oxybate and to answer any 
questions you may have about sodium oxybate. 

You will also speak with appropriate staff at a certified pharmacy, who will go 
over your insurance information with you. Before you can receive your first 
shipment of sodium oxybate, a pharmacist at a certified pharmacy must confirm 
whether you have read and understood this Quick Start Guide, ask you about 
your medical history and other medications you may be taking, and give you 
advice on how to prepare and take your sodium oxybate and how to store it 
safely. You must take this call before you can get your sodium oxybate. 

Please call your healthcare provider if you have questions about sodium oxybate, 
or you can contact the Sodium Oxybate REMS Program toll free at 
855-705-2424. You can reach your certified pharmacy through this number 24 
hours a day, 7 days a week with any questions. 

We hope you find this information and the Sodium Oxybate REMS Program 
services helpful. 

Sincerely, 

Sodium Oxybate sponsors 
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WARNING: Sodium oxybate can cause
 

serious side effects.
 

Do not drink alcohol or take other medicines that make you sleepy.
 

Sodium oxybate is a prescription medicine used to treat patients with narcolepsy 
to reduce too much daytime sleepiness and to reduce cataplexy (suddenly weak 
or paralyzed muscles). 

Important information about sodium oxybate includes the following: 

x When taking sodium oxybate, do not drink alcohol or take other medicines 
that slow your breathing or mental activity or make you sleepy. You could 
have serious side effects 

x Sodium oxybate can cause serious side effects, including trouble breathing 
while asleep, confusion, unusual or disturbing thoughts, depression, and 
passing out, even at recommended doses. Tell your healthcare provider if 
you have any of these problems while taking sodium oxybate 

x Abuse of sodium oxybate can lead to dependence (a physical need to take 
the drug), craving for the medicine, and severe withdrawal symptoms 
(symptoms that start when the drug is stopped, especially when it is stopped 
suddenly) 

(continued on next page) 
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x	 Patients usually fall asleep in about 5 to 15 minutes, although some patients 
have reported falling asleep more quickly (without first feeling drowsy) and 
others take more time. The time that it takes to fall asleep might be different 
from night to night. You should take each dose of sodium oxybate while in 
bed. Take the first dose at bedtime and the second 2 ½ to 4 hours later. You 
may need to set an alarm to awaken for the second dose 

x	 Do not drive a car, use heavy machinery, fly an airplane, or do anything that 
is dangerous or that requires you to be alert for the first 6 hours after taking 
sodium oxybate. When you first start taking sodium oxybate, be careful until 
you know how sodium oxybate affects you 

x	 Keep sodium oxybate out of the reach of children and pets. Get emergency 
medical help right away if a child drinks your sodium oxybate 

x	 Report all side effects to your healthcare provider 

Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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What will you find in this booklet? 

This booklet answers important questions about how to get your sodium 
oxybate, how to use sodium oxybate properly, and how to store it safely. It also 
gives you important information about sodium oxybate. 

What is the Sodium Oxybate REMS Program? 

Because of the serious risks associated with sodium oxybate, the FDA has 
required a special program called REMS for sodium oxybate. Enrollment in the 
Sodium Oxybate REMS Program by prescribers, pharmacies, and patients is 
required by the FDA to ensure the benefits of sodium oxybate outweigh the risks 
associated with sodium oxybate. You are enrolled in the program when your 
healthcare provider sends the enrollment form you signed in his or her office to 
the Sodium Oxybate REMS Program. At that time, your healthcare provider also 
sent your prescription for sodium oxybate to a certified pharmacy. 

Certified pharmacy staff will review important information about sodium oxybate 
with you. They will also answer any questions you may have about sodium 
oxybate. 

6 




   
 

 

   
 

    
 

 
 

TABLE OF CONTENTS 

ENROLLING IN THE SODIUM OXYBATE REMS PROGRAM 

What am I required to do in this program? 10 
Do I have to enroll in this program? 10 

FILLING YOUR SODIUM OXYBATE PRESCRIPTION 

How is my prescription filled? 10 
What does a certified pharmacy do? 11 
What will I get with my sodium oxybate prescription? 12 
How do I get my sodium oxybate refills? 12 
Can my local pharmacy provide sodium oxybate? 12 

Any questions? Please call the 
Sodium Oxybate REMS 
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 

7 




 
 

 
 
 
 
 

 

 

TABLE OF CONTENTS (cont'd) 

INSURANCE COVERAGE 

Will insurance pay for my sodium oxybate? 13
 
What is the pharmacy's role with my insurance? 13
 

HOW DO I TAKE MY SODIUM OXYBATE 

How do I prepare my doses? 14
 

Are there any precautions I should take while on sodium oxybate? ��
 
+RZ RIWHQ VKRXOG P\ KHDOWKFDUH SURYLGHU FKHFN P\ SURJUHVV ZLWK
 

How do I take my doses? 16
 

What should I do if I miss a sodium oxybate dose? 17
 

How soon will I see a change in my symptoms? 17
 

What are the side effects of sodium oxybate? 18
 

sodium oxybate? 20
 

8 




  
 

   

 

 
 

 

STORAGE AND SAFETY TIPS AT HOME 

How do I store sodium oxybate? 21 
How do I properly dispose of sodium oxybate? 21 
What if I have concerns about having sodium oxybate in my home? 22 

Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 

9 

GETTING MORE INFORMATION 

Where can I get more information about sodium oxybate? 23 



  

  
  

    
  

 

 
  

 
 

 

  

ENROLLING IN THE SODIUM OXYBATE REMS PROGRAM 

What am I required to do in this program? 

As a patient, your responsibility is to discuss the safe use of sodium oxybate 
with your healthcare provider and to read this Sodium Oxybate REMS Program 
Patient Quick Start Guide before receiving your first sodium oxybate 
prescription. Be sure to let your healthcare provider know if you are taking other 
medications or if you have any conditions that might affect your breathing. 

You must also read the sodium oxybate Medication Guide that you will receive 
with each prescription from your certified pharmacy. 

Do I have to enroll in this program? 

You will be required to sign an enrollment form at your healthcare provider's 
office in order to receive sodium oxybate. You must verify that you have been 
counseled by your healthcare provider on the serious risks and safe use of 
sodium oxybate and that you were able to ask your healthcare provider any 
questions you have about sodium oxybate. 

FILLING YOUR SODIUM OXYBATE PRESCRIPTION 

How is my prescription filled? 

All sodium oxybate prescriptions are filled only by pharmacies certified in the 
Sodium Oxybate REMS Program. 
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What does a certified pharmacy do? 

Your healthcare provider sends your sodium oxybate prescription directly to a 
certified pharmacy. 

After your healthcare provider sends in your first prescription of sodium oxybate, 
you will receive a call from your certified pharmacy to tell you how the Sodium 
Oxybate REMS Program helps you get started with taking sodium oxybate and to 
answer any questions you may have about sodium oxybate. A staff member from 
your certified pharmacy will call you to complete a Patient Counseling Checklist. 
The Patient Counseling Checklist will include information about other 
medications that you are taking and other medical conditions that might increase 
your risk of serious side effects. Your certified pharmacy will go over the 
information about how to use sodium oxybate safely and provide a copy of the 
Medication Guide with each sodium oxybate shipment. 

Your certified pharmacy will always ask you where and when you would like 
your sodium oxybate delivered and who will sign for the shipment. Sodium 
oxybate will be shipped by an overnight service. When the courier arrives, you 
or an adult you name must sign for your sodium oxybate. 

Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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FILLING YOUR SODIUM OXYBATE PRESCRIPTION (cont'd) 

What will I get with my sodium oxybate prescription? 

With each prescription, you will get 1 or more bottles of sodium oxybate (each 
bottle, whether full or partial, has the concentrated medicine), a sodium oxybate
specific dosing syringe for drawing up your sodium oxybate dose, 2 empty 
pharmacy containers with child-resistant caps, and a printed Medication Guide. 

How do I get my sodium oxybate refills? 

Your certified pharmacy will contact you when it is close to your refill time. You 
may also call your certified pharmacy to schedule your refills. 

Can my local pharmacy provide sodium oxybate? 

No. You can get your sodium oxybate only from a Sodium Oxybate REMS 
Program certified pharmacy. You may be able to have your sodium oxybate 
shipped to your place of work or to a local overnight carrier hub for pickup. 
Saturday deliveries may also be an option for you. Your certified pharmacy will 
work with you on the best options available. 
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INSURANCE COVERAGE 

Will insurance pay for my sodium oxybate? 

In most cases, YES. A staff member from your certified pharmacy will call and 
work with your insurance company to help you get coverage for sodium oxybate. 

What is the pharmacy's role with my insurance? 

An experienced staff member will: 

x Go over your prescription benefits and coverage 

x Tell you what your co-pay is, if applicable 

x Work with your healthcare provider on prior authorizations, if required by your 
insurance company 

Your certified pharmacy's attempt to get coverage from a third-party payer does 
not guarantee that you will get coverage. 
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HOW DO I TAKE MY SODIUM OXYBATE? 

Take sodium oxybate only as your healthcare 
provider tells you to take it. 

*For illustration purposes only. Your product may look different. 

How do I prepare my doses? 

Before going to bed, draw up each of your sodium oxybate doses with the 
syringe that comes in your shipment. Add each sodium oxybate dose into 1 of 
the 2 empty pharmacy containers by pushing down on the plunger. Be sure 
each pharmacy container is empty before adding sodium oxybate into it. 
HOW DO I TAKE MY SODIUM OXYBATE? (cont'd) 

How do I prepare my doses? (cont'd) 

Any questions? Please call the 
Sodium Oxybate REMS 
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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Add about ¼ cup of water to each dose of sodium oxybate. Then place the 
child- resistant caps onto the pharmacy containers and turn each cap clockwise 
(to the right) until it clicks and locks in its child-resistant position. 

Then put the 2 prepared doses in a safe place by your bed, out of the reach of 
children and pets. 

Place the cap back on the sodium oxybate bottle and store it in a safe and 
secure place (locked up if needed), out of the reach of children and pets. 

Sodium oxybate should always be stored in the bottle provided. Rinse out 
the syringe and pharmacy containers with water after each use. 
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How do I take my doses? 

Food will lower the amount of sodium oxybate that passes into your body. You 
should allow at least 2 hours after a meal before taking your first dose of sodium 
oxybate. 

Sodium oxybate is a medicine that can make you sleepy quickly; therefore, take 
your doses while you are in bed. Take the first dose at bedtime and the second 
dose 2 ½ to 4 hours later. As with any medicine that causes sleepiness, if you 
continue evening activities after taking your dose, such as watching television or 
walking around, you may experience light-headedness, dizziness, nausea, 
confusion, or other unpleasant feelings. 

Any questions? Please call the 
Sodium Oxybate REMS 
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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HOW DO I TAKE MY SODIUM OXYBATE? (cont'd) 

What should I do if I miss a sodium oxybate dose? 

x	 It is very important to take both doses of sodium oxybate each night, as 
prescribed. If you miss the second dose, skip that dose 

ņ Do not take sodium oxybate again until the next night 

ņ Never take both sodium oxybate doses at once 

x	 Any unused sodium oxybate doses that you prepared but didn't take must be 
thrown away within 24 hours from the time you first prepared your doses 

How soon will I see a change in my symptoms? 

After starting sodium oxybate, it may take a few weeks or longer to see your 
symptoms improve. It may also take time to find the right dose that works for 
you. It is important that you talk with your healthcare provider often when you 
first start taking sodium oxybate. 

Tell your healthcare provider if you don't feel any improvements while taking 
sodium oxybate. Sodium oxybate may not be right for you. 
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What are the side effects of sodium oxybate? 

Sodium oxybate can cause serious side effects, including breathing problems 
(slower breathing, trouble breathing, and short periods of no breathing while 
asleep), mental health problems (confusion, seeing or hearing things that are 
not real, unusual or disturbing thoughts, feeling anxious or upset, depression, 
thoughts of suicide),and sleepwalking. If you have any of these side effects, call 
your healthcare provider right away. 

The most common side effects with sodium oxybate are nausea, dizziness, 
throwing up, bedwetting, and diarrhea. Side effects may increase with higher 
doses. 

These are not the only possible side effects with sodium oxybate. If you are 
worried about any possible side effects with sodium oxybate, talk with your 
healthcare provider or the pharmacist at one of the certified pharmacies. 
You should report all side effects by contacting your healthcare provider, the 
Sodium Oxybate REMS Program at 855-705-2424, or the FDA at 1-800-FDA
1088. 

Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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HOW DO I TAKE MY SODIUM OXYBATE? (cont'd) 

Are there any precautions I should take while on sodium oxybate? 

x While taking sodium oxybate, do not drink alcohol or take medicines that 
cause sleepiness 

x Do not drive a car, use heavy machinery, or do anything that is dangerous or 
requires you to be alert, for the first 6 hours after taking sodium oxybate. 
When you first start taking sodium oxybate, be careful until you know how it 
will affect you 

x Before starting sodium oxybate, tell your healthcare provider if you are 
pregnant, or plan to become pregnant, or if you are breastfeeding. It is not 
known whether sodium oxybate can pass through your breast milk 

x Keep your sodium oxybate in a safe place, out of the reach of children 

x Take sodium oxybate while in bed 

Tell your healthcare provider and pharmacist about any other medicines you are 
taking, including prescription and non-prescription medicines, vitamins, and 
supplements. 

It is also important to tell other healthcare providers, including pharmacists, that 
you are taking sodium oxybate before you start or change any medications. 
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How often should my healthcare provider check my progress with sodium 
oxybate? 

When you first start taking sodium oxybate, you may need to talk to your 
healthcare provider often until he or she has determined the best dose for you. 
You can expect that your dose may need to be adjusted. After your dose has 
been established, your healthcare provider should check on you every 3 months 
while you are taking sodium oxybate. 

Any questions? Please call the 
Sodium Oxybate REMS 
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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STORAGE AND SAFETY TIPS AT HOME 

How do I store sodium oxybate? 

x Always store sodium oxybate in its original bottle 

x Store sodium oxybate at room temperature. Do not refrigerate sodium 
oxybate 

x Keep sodium oxybate in a safe place, out of the reach of children and pets. 
Get emergency medical help (call 911) right away if a child drinks your 
sodium oxybate 

How do I properly dispose of sodium oxybate? 

When you have finished a bottle, pour any unused sodium oxybate down the 
sink or toilet drain. Mark out over the prescription label with a marker to protect 
your confidentiality before putting the empty bottle in the trash. 

If you misplace, lose, or damage your sodium oxybate dosing syringe, contact 
your certified pharmacy to have it replaced. Do not use a different syringe or 
try to guess the correct dose. 

21
 



  

  

 
 

 

What if I have concerns about having sodium oxybate in my home? 

x If your sodium oxybate is lost or stolen, report the incident right away to the 
local police and to your certified pharmacy 

x Use sodium oxybate only as your healthcare provider tells you. Remember 
that use of your sodium oxybate by others is illegal 

x If you have any questions or concerns, or if you need advice about sodium 
oxybate, call your healthcare provider or your certified pharmacy 

Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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Where can I get more information about sodium oxybate? 

For more information about sodium oxybate, contact the Sodium Oxybate 
REMS Program 

x Phone: 855-705-2424 
x Fax: 800-353-0987 (toll free) 
x Outside the US: +1-855-705-2424 
x Website: www.SodiumOxybateREMSProgram.com 
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Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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----- Keep this booklet as a helpful reminder ----

If you have questions or need information, 
contact the Sodium Oxybate REMS Program 

Any questions? Please call the 
Sodium Oxybate REMS
Program at 855-705-2424. 

Please see the Medication Guide for more 
detailed information about sodium oxybate. 
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Pharmacy Information (All fields required) 

Pharmacy Name: 

Address: City: State: Zip Code: 

NCPDP: NPI: DEA: 

Authorized Representative Information (All fields required) 

First Name: Last Name: 

Phone: Fax: Email: 

Preferred Contact Method: �Phone �Fax �Email 

By signing below, I acknowledge that I will comply with the Authorized Representative Responsibilities outlined on this form. 

Authorized Representative Signature: Date: 

Next Steps 

1. After completing and signing this form, please fax to 800-353-0987. 
2. Once this form is processed, you will receive instructions on submitting test transaction to the Sodium Oxybate REMS Program to 

ensure that your pharmacy management system has been successfully configured/updated to communicate with the Sodium 
Oxybate REMS Program. 

3. After successful completion of the test transactions, you will receive a pharmacy certification confirmation. Upon receipt, your 
pharmacy is certified and your pharmacy staff is now eligible to complete their training. 

December 2016 2 



 

 

 

Sodium Oxybate REMS Program 

Certified Pharmacy Training Modules A and B 

All Sodium Oxybate REMS Program Certified Pharmacy staff and pharmacists must complete Module A and the Module A 

Knowledge Assessment. Pharmacists must also complete Module B and the Module B Knowledge Assessment.
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Dear Sodium Oxybate REMS Program Certified Pharmacy Staff, 

Welcome to the Sodium Oxybate REMS Program, which has been approved by the Food and Drug Administration (FDA) as a Risk 
Evaluation and Mitigation Strategy (REMS). 

The Sodium Oxybate REMS Program 

The FDA has determined that a REMS is necessary to ensure that the benefits of sodium oxybate oral solution outweigh the risks 
of serious adverse outcomes resulting from inappropriate prescribing, misuse, abuse, and diversion of sodium oxybate by: 

1. Informing prescribers, pharmacists, and patients of: 

x The risk of significant central nervous system (CNS) and respiratory depression associated with sodium oxybate 
x The contraindication of use of sodium oxybate with sedative hypnotics and alcohol 
x The potential for abuse, misuse, and overdose associated with sodium oxybate 
x The safe use, handling, and storage of sodium oxybate 

2. Ensuring that pharmacy controls exist prior to filling prescriptions for sodium oxybate that: 

x Screen for concomitant use of sedative hypnotics and other potential interacting agents 
x Monitor for inappropriate prescribing, misuse, abuse, and diversion of sodium oxybate 
x Notify prescribers when patients are receiving concomitant contraindicated medications or when there are signs of 

potential abuse, misuse, or diversion. 

This training provides information about the Sodium Oxybate REMS Program that includes important information about sodium 
oxybate and the responsibilities of certified pharmacy staff involved in the dispensing of sodium oxybate. 

Sodium oxybate is approved for: 

x Treatment of cataplexy in narcolepsy 
x Treatment of excessive daytime sleepiness (EDS) in narcolepsy 

Sodium oxybate may be prescribed only by prescribers certified in the Sodium Oxybate REMS Program and dispensed only to 
patients enrolled in the Sodium Oxybate REMS Program and dispensed by pharmacies certified in the Sodium Oxybate REMS 
Program. 

Sincerely, 

Sodium Oxybate sponsors 

December 2016 2 
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Sodium Oxybate REMS Program
 

Certified Pharmacy Training Module A
 

Training for Pharmacy Staff Involved in the Sodium Oxybate REMS Program
 

All pharmacy staff within a Sodium Oxybate REMS Program certified pharmacy must complete training on Module A and 
successfully complete the Module A Knowledge Assessment. Training must be completed annually. 
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MODULE A: SODIUM OXYBATE REMS PROGRAM 

Important Safety Information 

Indications and Usage 
Sodium oxybate oral solution is a central nervous system (CNS) depressant that is indicated for the following: 
x	 Treatment of cataplexy in narcolepsy 
x Treatment of excessive daytime sleepiness (EDS) in narcolepsy 

Sodium oxybate may be prescribed only by prescribers certified in the Sodium Oxybate REMS Program and dispensed only to 
patients enrolled in the Sodium Oxybate REMS Program. 

How Supplied 
Sodium oxybate is shipped from a Sodium Oxybate REMS Program certified pharmacy directly to patients. Each shipment to a 
patient will contain: 
x	 The prescribed amount of medication, contained in one or more bottles of sodium oxybate 
x	 A press-in-bottle adaptor (PIBA) inserted into the bottle at the certified pharmacies 
x	 A sodium oxybate-specific grams-based oral measuring device (plastic syringe) to measure out each nightly dose 
x	 Two empty pharmacy vials with child-resistant caps for preparation of both nightly doses (sodium oxybate dose mixed 

with water)
 
x A sodium oxybate Medication Guide
 

Controlled Substance Scheduling 
The active ingredient in sodium oxybate is sodium oxybate or gamma-hydroxybutyrate (GHB, a known drug of abuse). GHB has 
been used to facilitate sexual assaults. Because of its rapid sedative effects (particularly when mixed with alcohol) and its colorless 
and odorless appearance, GHB has been used to "spike" the drinks of unsuspecting victims. Because of its abuse potential, GHB is 
designated a controlled substance by the Drug Enforcement Administration (DEA) and has been placed in a bifurcated federal 
schedule: 
x	 GHB products approved by the FDA, such as sodium oxybate, and used as prescribed for therapeutic purposes are
 

Schedule Ill drugs
 

The active ingredient of sodium oxybate is classified as a Schedule I controlled substance when used for any other reason or by anyone 
other than for whom it was prescribed. Federal law prohibits the transfer of sodium oxybate to any persons other than the patient for 
whom it was prescribed. 
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Boxed Warning 

WARNING: CENTRAL NERVOUS SYSTEM DEPRESSION 
and MISUSE AND ABUSE 

Sodium oxybate is a CNS depressant. In clinical trials at recommended doses obtundation and clinically significant 
respiratory depression occurred in sodium oxybate-treated patients. Almost all of the patients who received sodium 
oxybate during clinical trials in narcolepsy were receiving central nervous system stimulants. 

Sodium oxybate is the sodium salt of gamma hydroxybutyrate (GHB). Abuse of GHB, either alone or in 
combination with other CNS depressants, is associated with CNS adverse reactions, including seizure, respiratory 
depression, decreases in the level of consciousness, coma, and death. 

Because of the risks of CNS depression, abuse and misuse, sodium oxybate is available only through a restricted 
distribution program called the Sodium Oxybate REMS Program, using certified pharmacies. Prescribers must 
certify and patients must enroll in the Sodium Oxybate REMS Program. For further information go to 
www.SodiumOxybateREMSProgram.com or call 855-705-2424. 

Contraindications 
x	 Sodium oxybate is contraindicated in: 

o	 Patients who take sedative hypnotic agents. 
o	 Patients who drink alcohol while using sodium oxybate. 
o	 Patients with succinic semi aldehyde dehydrogenase deficiency, a rare disorder of inborn error of metabolism 

variably characterized by mental retardation, hypotonia, and ataxia. 

Warnings and Precautions 

CNS Depression 
x	 Sodium oxybate is a CNS depressant. 
x	 Concurrent use of sodium oxybate with other CNS depressants, including but not limited to opioid analgesics, 

benzodiazepines, sedating antidepressants or antipsychotics, sedating anti-epileptic drugs, general anesthetics, muscle 
relaxants, and/or illicit CNS depressants, may increase the risk of respiratory depression, hypotension, profound sedation, 
syncope, and death. 
o	 If use of these CNS depressants in combination with sodium oxybate is required, dose reduction or discontinuation of one 

or more CNS depressants (including sodium oxybate) should be considered. 
o	 If short-term use of an opioid (e.g., post- or perioperative) is required, interruption of treatment with sodium oxybate 

should be considered. 
x	 Patients who have sleep apnea or compromised respiratory function may be at a higher risk of developing
 

respiratory depression, loss of consciousness, coma, and death with sodium oxybate use.
 
x	 Healthcare providers should caution patients about operating hazardous machinery for the first 6 hours after taking a dose 

of sodium oxybate. 

Abuse, Misuse, and Diversion 
x	 Sodium oxybate or GHB, is a Schedule I controlled substance. Abuse of illicit GHB, either alone or in combination with other 

CNS depressants, is associated with CNS adverse events, including seizure, respiratory depression, decreases in the level 
of consciousness, coma, and death. 

x	 The rapid onset of sedation, coupled with the amnestic features of sodium oxybate, particularly when combined with alcohol, 
has proven to be dangerous for the voluntary and involuntary user (e.g. assault victim). 

x	 Patients should be carefully evaluated for a history of substance abuse. Patients with a history of drug abuse should be 
closely monitored for signs of misuse or abuse of GHB (e.g. increase in dose or frequency of dosing, drug-seeking behavior, 
feigned cataplexy). 

For complete safety information, please see the Prescribing Information for sodium oxybate. 
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Sodium Oxybate REMS Program Requirements 
Sodium oxybate may be prescribed only by prescribers certified in the Sodium Oxybate REMS Program and dispensed only to 
patients enrolled in the Sodium Oxybate REMS Program. Because of the risks of central nervous system depression, abuse, misuse, 
and diversion, sodium oxybate is available only through a restricted distribution program called the Sodium Oxybate REMS Program. 

Required components of this program include: 

x	 Use of a certified pharmacy. 
x	 Healthcare Providers who prescribe sodium oxybate must have completed the Sodium Oxybate REMS Program Prescriber 

Enrollment Form and must comply with the requirements of the Sodium Oxybate REMS Program. 
x	 To receive sodium oxybate, patients must be enrolled in the Sodium Oxybate REMS Program and be counseled on the serious 

risks and safe use of sodium oxybate treatment. Patients are enrolled by certified prescribers who must fill out and submit the 
Sodium Oxybate REMS Program Patient Enrollment Form. Prescribers must also complete and submit the Sodium Oxybate 
REMS Program Prescription Form to one of the certified pharmacies for all new sodium oxybate prescriptions and for sodium 
oxybate prescriptions for patients restarting sodium oxybate treatment after not receiving sodium oxybate for 6 months or more. 

x	 Further information is available at www.SodiumOxybateREMSProgram.com. 

Overview of Certified Pharmacy Responsibilities 

Enrollment Verification 
x	 The Sodium Oxybate REMS Program Prescriber Enrollment Form and the Sodium Oxybate REMS Program Patient Enrollment 

Form are sent to the Sodium Oxybate REMS Program by the prescriber. 
x	 Information from the enrollment forms is maintained in the appropriate Sodium Oxybate REMS Program database by the Sodium 

Oxybate REMS Program. 
x	 No duplicate patients may be enrolled. 
x	 Patients must confirm that they have been counseled on the serious risks and safe use of sodium oxybate; their certified 


pharmacy will provide counseling with every sodium oxybate prescription dispensed.
 
x	 The Sodium Oxybate REMS Program will notify the prescriber of successful certification in the Sodium Oxybate REMS
 

Program, and that he or she is eligible to prescribe sodium oxybate.
 
o	 If there is a delay in shipping while a question about the prescriber's credentials is being resolved, the patient will be 

notified by their certified pharmacy. 
o	 If the prescription cannot be filled because a question about the prescriber's credentials could not be resolved, the 

patient will be notified by their certified pharmacy. 
o	 The prescriber will be notified by the Sodium Oxybate REMS Program that he/she cannot be certified due to 


credential verification failure.
 
x	 The Sodium Oxybate REMS Program will notify the prescriber of successful patient enrollment in the Sodium Oxybate 


REMS Program.
 
x	 Enrollment status is maintained in the Sodium Oxybate REMS Program. 

o	 The Sodium Oxybate REMS Program will confirm that the prescriber's DEA and state license numbers are active and 
that the prescriber has provided all REMS-required attestations. 

o	 A prescriber may be disenrolled from the program for expired DEA or state licensures or for non-compliance with the 
Sodium Oxybate REMS Program. 

o	 Following enrollment, the patient remains in the Sodium Oxybate REMS Program unless their certified pharmacy, 
and/or certified prescriber determine that the patient should be disenrolled. 

x	 A certified prescriber and/or a certified pharmacy can direct that a patient be disenrolled from the Sodium Oxybate REMS
 
Program.
 
o	 A patient may be disenrolled from the program for non-compliance with the Sodium Oxybate REMS Program, including 

for multiple suspicious early refill requests, or other information that indicates abuse, misuse, or diversion. 
o	 The Sodium Oxybate REMS Program will contact a prescriber if an enrollment form is received for a patient 

previously disenrolled from the program, or for suspicions of abuse, misuse, or diversion, and will provide the 
prescriber with all relevant patient history. 
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Prescription Processing 
x	 A certified pharmacy must validate all prescriptions prior to dispensing sodium oxybate. This includes obtaining a Pre-

Dispense Authorization (PDA) from the Sodium Oxybate REMS Program for each prescription upon receipt of a Sodium 
Oxybate REMS Program Prescription Form. The issuance of PDA informs the pharmacy that the prescriber is certified and 
patient is enrolled in the Sodium Oxybate REMS Program and the patient has no other active sodium oxybate prescriptions. 
o	 The certified pharmacy will process all sodium oxybate prescriptions, including cash payments, through the pharmacy 

management system (PMS) and obtain a PDA via electronic telecommunication verification to verify the prescriber is 
certified, the patient is enrolled in the Sodium Oxybate REMS Program and the patient has no other active sodium 
oxybate prescriptions. 

o	 To verify the safe use conditions electronically through the PMS, the following prescription information, at a minimum, is 
required to be submitted upon processing every sodium oxybate prescriptions: 
� Patient First Name 
� Patient Last Name 
� Patient Date of Birth 
� Patient Zip Code 
� Prescriber Identifier on prescription (NPI or DEA) 
� Date of Fill 
� Days’ Supply 
� Quantity 
� Product/NDC 

o	 If all safe use conditions are met, a PDA will be generated by the Sodium Oxybate REMS Program. The PDA will be 
maintained in the Sodium Oxybate REMS Program patient database, and does not need to be recorded by the pharmacy. 
The pharmacy is authorized to dispense sodium oxybate upon receiving a PDA. 

o	 If the safe use conditions are not met, a PDA will not be issued and the pharmacy will be notified of the reason why: 
� Pharmacy is not certified 
� Prescriber is not certified 
� Patient is not enrolled 
� Patient has a known active, overlapping prescription for sodium oxybate 

x	 Before ordering sodium oxybate from your distributor/wholesaler, you must obtain a PDA from the Sodium Oxybate REMS 
Program. Distributors/wholesalers are required to verify with the Sodium Oxybate REMS Program that you have a PDA before 
sending sodium oxybate to your pharmacy. Each bottle of Sodium Oxybate is to be ordered on a per-patient basis only. 

x	 Before a prescription for sodium oxybate can be shipped to a patient, the pharmacy must: 
o	 Verify that the Sodium Oxybate REMS Program Prescription Form is complete and signed by the prescriber. 
o	 Verify the Sodium Oxybate REMS Program Prescription Form was received from the prescriber's office. 
o	 Verify the prescription is dated according to state controlled prescription regulations. 
o	 Verify the prescription is for only a one-month supply on a patient's first sodium oxybate fill and no more than a 

3-month supply on subsequent fills. 
o	 Verify there are no discrepancies or concerns with the dosing and titration. 

� If there are discrepancies or concerns, the certified pharmacy must contact the prescriber to revise and resubmit the 
Sodium Oxybate REMS Program Prescription Form. 

o	 Review the patient information contained in the Sodium Oxybate REMS Program patient database using the secure web 
viewing portal and the Sodium Oxybate REMS Program Prescription Form including: 
� Concomitant use of sedative hypnotics, other CNS depressants, or other potentially interacting agents that either 

are unknown to the prescriber or pose a high risk of serious interaction with sodium oxybate. 
�	 If patient use of a contraindicated medication or other potentially interacting agent is confirmed and if the 

prescriber has not indicated prior knowledge, then the pharmacist will notify and consult the prescriber 
about the risks of concomitant medication use and document the call and the prescriber’s treatment 
rationale on the Sodium Oxybate Patient Counseling Checklist. 

� Alerts and Sodium Oxybate REMS Program RMRs regarding potential abuse, misuse, or diversion. 
o	 Contact the Xyrem REMS Program by phone to: 

� Verify that the patient has no other active prescriptions for sodium oxybate that overlap with the current 
prescription. 

� Verify that the patient/prescriber has not been disenrolled in the Xyrem REMS Program for suspected 
abuse, misuse, or diversion. 

� Report all prescriptions filled for sodium oxybate. 
o	 Document that the call to the Xyrem REMS Program was completed using the Sodium Oxybate REMS Program Prescription 

Form. 
x	 If a certified pharmacy receives overlapping prescriptions for sodium oxybate for a patient, the certified pharmacy responsible 

for dispensing the current prescription will notify and consult each prescriber. 
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o	 Prescriptions are considered overlapping when more than one prescription for sodium oxybate is received for a patient 
from multiple prescribers within an overlapping timeframe. 

� If a certified pharmacy suspects abuse, misuse, or diversion, the prescription should not be filled, the certified 
pharmacy must complete and submit a Sodium Oxybate REMS Program RMR to the Sodium Oxybate REMS 
Program, and the prescriber will be notified. 

� There are valid reasons why a patient may have overlapping prescriptions, including if the patient moves or 
changes prescribers, or if the prescriber sends in a new prescription prior to the completion of all refills. 

� A certified pharmacy responsible for dispensing sodium oxybate to a patient must ensure that under these 
situations a patient does not receive multiple overlapping shipments of sodium oxybate. 

x	 Once a PDA is obtained from the Sodium Oxybate REMS Program, review of the patient information in the patient database 
using the secure web viewing portal has been performed, and the Xyrem REMS Program has been contacted, the certified 
pharmacy will contact the patient to schedule shipment and complete the required counseling. 

o	 For a new patient, the certified pharmacy provides the Sodium Oxybate REMS Program Patient Quick Start Guide. 

o	 A pharmacist must counsel the patient by completing the Sodium Oxybate REMS Program Patient Counseling Checklist prior 
to every dispense of sodium oxybate. 

� The certified pharmacy must submit the Sodium Oxybate REMS Program Patient Counseling Checklist to the 
Sodium Oxybate REMS Program online at www.SodiumOxybateREMSProgram.com or complete a print version 
and fax to the Sodium Oxybate REMS Program at 800-353-0987. 

Shipping 
All sodium oxybate is shipped to patients (or their adult designee) by an overnight service with receipt signature required. Certified 
pharmacies must provide confirmation of receipt of each prescription of sodium oxybate to the Sodium Oxybate REMS Program 
by accessing the Sodium Oxybate REMS Program website (www.SodiumOxybateREMSProgram.com), or calling the Sodium 
Oxybate REMS Program (855-705-2424). 
x	 The patient may request an alternate shipping address, which is subject to approval by a pharmacist. 
x	 See How Supplied for details of the contents of each sodium oxybate shipment. 
x	 Daily tracking reports are generated to confirm the receipt of each order shipped. 
x	 Lost shipments are investigated. 

Monitoring for Inappropriate Prescribing, Abuse, Misuse, and Diversion 
Certified pharmacies must conduct detailed monitoring on an ongoing basis of patients and prescribers for signs of 
inappropriate prescribing, abuse, misuse and diversion. Each certified pharmacy will: 
x	 Document early refill requests and instances of patient and prescriber behavior that suggest potential abuse, misuse, or
 

diversion by completing and submitting a Sodium Oxybate REMS Program RMR to the Sodium Oxybate REMS 

Program online at www.SodiumOxybateREMSProgram.com or complete a print version and fax to the Sodium Oxybate
 
REMS Program at 800-353-0987. This information is maintained in the prescriber and/or patient databases in the 

Sodium Oxybate REMS Program.
 
o	 Direct the Sodium Oxybate REMS Program to disenroll a patient that has demonstrated behavior that suggests 

potential abuse, misuse, or diversion by completing and submitting a Sodium Oxybate REMS Program RMR to the 
Sodium Oxybate REMS Program. The Sodium Oxybate REMS Program will notify the Xyrem REMS Program that 
the patient has been disenrolled. 

o	 Recommend that a prescriber whohas demonstrated behavior that suggests potential abuse, misuse, or diversion 
be disenrolled bysubmitting a Sodium Oxybate REMS Program RMR to the Sodium Oxybate REMS Program. The 
Sodium Oxybate REMS Program will notify the Xyrem REMS Program that the prescriber has been disenrolled if 
disenrollment is determined to be the appropriate corrective action. 

x	 Review the patient's Sodium Oxybate REMS Program RMR history and alerts in the Sodium Oxybate REMS Program using 
the secure pharmacy web viewing portal for the patient database prior to granting an early refill request or if abuse, misuse, 
or diversion is suspected. 

x	 Discuss early refill requests or other patient incidents with the prescriber so that the prescriber can make a decision to allow or 
deny the early refill, or to take some other action based on the patient's behavior and history. 

x	 Report all Sodium Oxybate REMS Program RMRs to the Sodium Oxybate REMS Program by completing and submitting the 
Sodium Oxybate REMS Program RMR. 

x	 Determine whether an alert should be placed in the patient's profile in the patient database within the Sodium Oxybate 

REMS Program for repeated reports of lost, stolen, destroyed, or spilled drug for review prior to shipping sodium oxybate.
 

x	 Inform a pharmacist immediately if certified pharmacy staff suspects patients or prescribers of abuse, misuse, or diversion. 

Adverse Event Reporting 

x	 Everyone on staff in each certified pharmacy has an essential role to play in the process of collecting information on potential 
adverse events for reporting to the Sodium Oxybate REMS Program. 
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o	 Report all potential adverse events reported by all sources, including any CNS depression, respiratory depression, 
loss of consciousness, coma, and death, and any cases of suspected abuse, misuse, or diversion by calling the 
Sodium Oxybate REMS Program at 855-705-2424. 

o	 Report all potential adverse events related to suspected abuse, misuse, or diversion, by completing and 
submitting the Sodium Oxybate REMS Program RMR to the Sodium Oxybate REMS Program online at 
www.SodiumOxybateREMSProgram.com or by fax to 800-353-0987. 

Ongoing Patient Education 
Patients in the Sodium Oxybate REMS Program have access to ongoing education while taking sodium oxybate through: 
x 24-hour toll-free telephone help line staffed by a pharmacist trained in the Sodium Oxybate REMS Program.
 
x Continued contact with the certified pharmacy for every refill.
 
x Sodium Oxybate REMS Program website (www.SodiumOxybateREMSProgram.com).
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Sodium Oxybate REMS Program
 

Certified Pharmacy Training Module B
 

Sodium Oxybate REMS Program Training for Pharmacists Involved in the Dispensing of Sodium Oxybate
 

All Sodium Oxybate REMS Program certified pharmacy pharmacists must complete training on Module B (in addition to Module A) and 
successfully complete the associated Knowledge Assessment. For all pharmacists who dispense sodium oxybate, training must be 

completed annually. 
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MODULE B: SODIUM OXYBATE REMS PROGRAM TRAINING FOR PHARMACISTS 

All pharmacists involved in dispensing sodium oxybate must complete the following additional training at least annually. The
 
Sodium Oxybate REMS Program requires that pharmacists within a certified pharmacy are thoroughly trained on the 

requirements of the Sodium Oxybate REMS Program. Training will be conducted by reviewing the Sodium Oxybate REMS 

Program materials and successfully completing a Knowledge Assessment with 100% accuracy on the requirements of certified 

pharmacies and pharmacists working within a certified pharmacy. These duties will include:
 
x	 Review of PI 
x	 Review of certified pharmacy’s internal processes and procedures established to support the Sodium Oxybate REMS Program 

with an experienced pharmacist 
x	 Execution of the Sodium Oxybate REMS Program Patient Counseling Checklist 
x	 Detailed monitoring including completion of a Sodium Oxybate REMS Program RMR, as needed 
x	 Follow-up interactions with patients and prescribers 
x	 Sodium Oxybate REMS Program documentation and processes 

Sodium Oxybate REMS Program Requirements 
Sodium oxybate may be prescribed and dispensed only to patients enrolled in the Sodium Oxybate REMS Program. Because of
 
the risks of CNS depression, abuse, misuse, and diversion, sodium oxybate is available only through a restricted distribution 

program called the Sodium Oxybate REMS Program.
 

Required components of this program include: 
x	 Use of a certified pharmacy. 
x	 Healthcare providers who prescribe sodium oxybate must complete and submit the following to the Sodium Oxybate
 

REMS Program:
 
o	 The Sodium Oxybate REMS Program Prescriber Enrollment Form 
o	 The Sodium Oxybate REMS Program Patient Enrollment Form 

x	 Healthcare providers who prescribe sodium oxybate must complete prescriptions for sodium oxybate on the Sodium
 
Oxybate REMS Program Prescription Form and submit the completed form to one of the certified pharmacies.
 
o	 After completion of prescription processing, the pharmacy will fax the prescription form to the Sodium Oxybate REMS 

Program and retain the original. 
o	 Prescription refills and renewals may be conveyed by phone or fax and must be documented in the Sodium Oxybate REMS 

Program. 
x	 To receive sodium oxybate, patients must be: 

o	 Enrolled in the Sodium Oxybate REMS Program. 
o	 Prescribed sodium oxybate by a prescriber certified in the Sodium Oxybate REMS Program. 
o	 Counseled on the serious risks and safe use of sodium oxybate. 
o	 Have only one active sodium oxybate prescription. 

Certified Pharmacy Responsibilities 
Certified pharmacies will: 
x	 Limit the first prescription fill to a one-month supply of sodium oxybate and no more than a 3-month supply for
 

subsequent prescription fills.
 
x	 Report potential adverse events to the Sodium Oxybate REMS Program. 
x	 Notify prescribers when there are signs of potential abuse or misuse or when patients are taking sedative hypnotics, other CNS 

depressants, or other potentially interacting agents of which the prescriber is not already aware. 
x	 Certified pharmacies must complete and submit a Sodium Oxybate REMS Program RMR to the Sodium Oxybate REMS Program 

for all instances of potential abuse, misuse, or diversion. 
x	 Utilize the Sodium Oxybate REMS Program, which has access to the secure, validated, separate and distinct Sodium
 

Oxybate REMS Program databases (patient database, certified prescriber database, certified pharmacy database, and
 
disenrolled prescriber database) that will only be queried independently through electronic verification, to verify the
 
following:
 
o	 Complete patient enrollment information 
o	 Complete prescriber certification information 
o	 Patient information including: 

� Name and two additional identifiers (date of birth, phone number, address, gender) 
� Current and previous prescribers 
� Comorbid conditions and concomitant medications reported by the patient 
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� Prescription history 
o	 Prescription information including: 

� Date 
� Dose 
� Titration instructions 
� Number of refills 
� Directions 
� Total quantity (volume and number of days' supply) 
� Concomitant medications 

o	 Sodium Oxybate REMS Program Risk Management Reports (RMRs) 
o	 Shipment information, including: 

� Dates of shipments 
� Dates of shipment receipts 
� Patient addresses 
� Designee information 
� Number of shipments sent daily 
� Quantity of sodium oxybate dispensed daily 

o	 Documentation of interactions with prescribers, patients, and other parties. 

These data must be available to the Sodium Oxybate REMS Program for review on an ongoing basis to ensure that sodium oxybate 
is dispensed to enrolled patients only after completion and documentation of safe use conditions. In certain cases, a pharmacist must 
access a patient's or prescriber's historical data in the Sodium Oxybate REMS Program using the certified pharmacy secure web 
viewing portal for the patient database and review it prior to dispensing sodium oxybate. 

Patient Counseling and Screening 
x	 Certified pharmacies must complete the Sodium Oxybate REMS Program Patient Counseling Checklist and submit to the Sodium 

Oxybate REMS Program for each patient prior to every shipment of sodium oxybate. 
x	 Each time a pharmacist completes the Sodium Oxybate REMS Program Patient Counseling Checklist, the pharmacist must: 

o	 Verify that early refill requests have been thoroughly questioned and approved through the Sodium Oxybate REMS Program 
RMR procedure (see below). 

o	 Screen the patient for concomitant use of contraindicated medications (sedative hypnotics), alcohol, other CNS depressants, 
and other potentially interacting agents. 
� The pharmacist asks the patient if he or she is taking any other medications and can consult external pharmacy 

databases to identify drug interactions or prescriptions for other drug products that might have been filled at 
different pharmacies before filling the prescription. 

� If patient use of a contraindicated medication or other potentially interacting agent is confirmed, and if the 
prescriber has not indicated prior knowledge, then the pharmacist will notify and consult the prescriber about 
the risks of concomitant medication use prior to shipping sodium oxybate. 

o	 Screen the patient for other medical conditions. 
� The pharmacist asks the patient what other medical conditions he or she has. 
� If the patient indicates that he or she has a certain medical condition listed on the Sodium Oxybate REMS 

Program Patient Counseling Checklist, the pharmacist counsels the patient, and notifies the prescriber 
about the medical condition prior to shipping sodium oxybate. 

o	 Document the results of the patient screening, all reported concomitant medications and comorbid medical conditions, 
the action(s) taken, and the date the Sodium Oxybate REMS Program Patient Counseling Checklist is completed in the 
Sodium Oxybate REMS Program. 

o	 Submit the Sodium Oxybate REMS Program Patient Counseling Checklist to the Sodium Oxybate REMS Program online at 
www.SodiumOxybateREMSProgram.com or complete a print version and fax to the Sodium Oxybate REMS Program at 
800-353-0987. 

x	 Certified pharmacies must provide patients with 24/7 access to a pharmacist. 
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Clinical Usage Clarifications 
The pharmacist must: 

x Review the information on each Sodium Oxybate REMS Program Prescription Form.
 
x Notify and consult the prescriber if there are any clinical usage clarifications required, such as:
 

o	 Dose over maximum recommended dose (9 g/night) 
o	 Non-standard doses or instructions 
o	 Possible errors in dosing or titration amounts or directions 

If the issue is not resolved with the prescriber, the pharmacist may consult with the Pharmacist in Charge at their certified 
pharmacy and with the Sodium Oxybate REMS Program. 

Prescription Refills 
x	 Up to 5 refills are allowed on a sodium oxybate prescription (per DEA regulations for Clll controlled substances). 
x	 Refills may be conveyed by phone or fax from the prescriber or patient and communicated to the Sodium Oxybate REMS 


Program by obtaining a PDA.
 
x	 For information on the prescription processing requirements see Module A – Prescription Processing 
x	 Changes in dose require a new prescription. 
x	 Refill orders should be opened at a patient’s certified pharmacy when the patient has approximately 10 days of 


therapy remaining from the previous shipment.
 
o	 A certified pharmacy technician will contact the patient and schedule a shipment. The technician will ask the patient if 

there has been any change in his or her medications or medical history. 
o	 The technician will transfer him or her to a pharmacist who must complete the Sodium Oxybate REMS Program 

Patient Counseling Checklist. The patient should be counseled on the use or diagnosis of: 
� Sedative hypnotics {for example, diazepam, phenobarbital, or zolpidem) 
� CNS depressants: including but not limited to opioid analgesics, benzodiazepines, sedating 

antidepressants or antipsychotics, sedating anti-epileptic drugs, general anesthetics, and muscle 
relaxants 

� Alcohol 
� Sleep apnea 
� Asthma, COPD, or other conditions affecting his or her breathing 
� Other current medical conditions 

o	 The pharmacist must complete refill counseling and confirmation of prescriber consultation or notification by completing 
and submitting the Sodium Oxybate REMS Program Patient Counseling Checklist to the Sodium Oxybate REMS 
Program online (www.SodiumOxybateREMSProgram.com) or by fax (800-353-0987). 

x	 All patient requests for early refills are to be questioned and documented by the pharmacist. 
o	 An early refill request is a request for sodium oxybate shipment prior to the date of the next shipment. 
o	 Requests to accommodate shipment logistics (scheduled delivery date falls on a Sunday, holidays, and vacations) are 

not considered early refills. 
o	 If the early refill is required due to a dosage increase, a pharmacist must: 

� Confirm the new dosage with the prescriber prior to processing the prescription. 
o	 If an early refill is requested for any other reason, a pharmacist must: 

� Discuss the request with the patient to evaluate his/her compliance with therapy, assessing for misuse, 
abuse, and diversion. 

� Evaluate the patient's record in the Sodium Oxybate REMS Program using the certified pharmacy secure web 
viewing portal for the patient database and review the patient's prior Sodium Oxybate REMS Program RMR history 
to identify previous reports of early refills or other incidents suggestive of abuse, misuse, and diversion. 

� Contact the prescriber to discuss the request and any prior early refill requests or incidents suggestive of 
abuse, misuse, and diversion. 

� Send new shipments of sodium oxybate to the patient only if approved by the prescriber. 
� Send new shipments to replace sodium oxybate reported stolen by a patient only after obtaining a copy of the 

police report filed by the patient. 
� Document the discussion and outcome by completing and submitting the Sodium Oxybate REMS Program 

RMR to the Sodium Oxybate REMS Program online (www.SodiumOxybateREMSProgram.com) or by fax 
(800-353-0987). 
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Monitoring and Assessing for Signs of Abuse, Misuse, and Diversion 
Risk management events must be documented in the Sodium Oxybate REMS Program. 
o	 Risk management events are reported or discovered events outside the norm that give rise to a reasonable suspicion 

of abuse, misuse, or diversion 
o	 Examples of events that should generate a Sodium Oxybate REMS Program RMR include but are not limited to: 

� Requests for early refills 
� Patient's misuse or abuse of product 
� Lost, stolen, destroyed, or spilled drug 
� Delivery to incorrect address and not returned 
� Patient claims that product was not delivered while carrier shows receipt of delivery 
� Product tampering 
� Counterfeit product 
� Contaminated product 
� Inquiries and/or arrests by law or regulatory enforcement agencies associated with the misuse, abuse, or 

diversion of the product 
� Crimes related to the product 

o	 Sodium Oxybate REMS Program RMRs must document: 
� Patient and/or prescriber identifying information (patient names to be concealed) 
� Reason for report 
� Certified Pharmacy actions 
� Prescriber contact 
� Supporting documentation (if applicable, such as a police report, fire report, DEA Form 106,or shipper 

investigation report) 
o	 Pharmacies can request that a patient is monitored by the Sodium Oxybate REMS Program if serious or repeated 

events give rise to reasonable suspicion of misuse, abuse or diversion. 
o	 If abuse, misuse, or diversion is suspected, the pharmacist must review the patient's Sodium Oxybate REMS Program 

RMR history and discuss the incident with the prescriber prior to shipping sodium oxybate. 
o	 Repeated reports of lost, stolen, destroyed, or spilled drug will be documented as an alert to the patient record stored in 

the patient database of the Sodium Oxybate REMS Program and will be accessible to the dispensing pharmacist using the 
secure web viewing portal for the patient database for review prior to shipping drug. 

o	 Certified pharmacies and/or prescribers may direct the Sodium Oxybate REMS Program to disenroll a patient after 
review and discussion of incidents suggestive of abuse and misuse, ordiversion by completing and submitting a 
Sodium Oxybate REMS Program RMR Form to the Sodium Oxybate REMS Program.. All requests from prescribers 
to disenroll a patient will be submitted to a certified pharmacy. The certified pharmacy is required to intake the 
request, then complete and submit the Sodium Oxybate REMS Program RMR to the Sodium Oxybate REMS 
Program to notify of disenrollment. 

o	 Pharmacies may recommend that a prescriber be disenrolled by submitting a Sodium Oxybate REMS Program RMR 
Form to the Sodium Oxybate REMS Program. Sodium Oxybate sponsors will review the information and determine if 
the prescriber should be disenrolled. 

o	 All Sodium Oxybate REMS Program RMRs must be reported to the Sodium Oxybate REMS Program online 
(www.SodiumOxybateREMSProgram.com) or by fax (800-353-0987). 

Shipping Procedures 
x	 Sodium oxybate must be shipped via an overnight service with receipt signature required. 

o	 Sodium oxybate is shipped directly to the patient or adult designee (18 years, or 21 years if required by carrier) if the 
patient is not available to receive the order. 

x	 The patient may request an alternate shipping address, which is then subject to approval by a pharmacist. 
x	 If the patient requests Saturday delivery, his or her certified pharmacy will verify with the overnight shipping service that
 

it is available for the shipping address.
 
x	 Each sodium oxybate shipment must include: 

o	 The prescribed amount of medication, contained in one or more bottles of sodium oxybate 
o	 A press-in-bottle adaptor (PIBA) inserted into the bottle at the certified pharmacies 
o	 A sodium oxybate-specific grams-based oral measuring device (plastic syringe) to measure out each nightly dose 
o	 Two empty pharmacy vials with child-resistant caps for preparation of both nightly doses (sodium oxybate dose mixed 

with water) 
o	 A sodium oxybate Medication Guide 

x	 Daily tracking reports must be generated by each certified pharmacy to confirm the receipt of each order shipped during
 
the previous 48 hours. Saturday deliveries are confirmed the following Monday.
 
o A patient will be contacted if there is no proof of patient or designee signature, if the patient or designee on file did not 
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sign for the shipment, or if there is a potential incomplete delivery. 
o	 If a shipment is reported lost, an investigation will be launched to find it. 
o	 Receipt of each shipment of sodium oxybate by a patient must be reported to the Sodium Oxybate REMS Program 

through the website (www.SodiumOxybateREMSProgram.com) or by calling (855-705-2424) by the patient’s certified 
pharmacy. 

Inventory Control 
The sodium oxybate inventory must be reconciled at the start and end of each business day and recorded in the pharmacy 
management system. A physical count must match the count in the pharmacy management system). If the sodium oxybate inventory 
cannot be reconciled for any reason, no other patient orders can be processed until an investigation is completed by the Pharmacist in 
Charge and approved by the Sodium Oxybate REMS Program. Internal procedures for reconciling the sodium oxybate inventory are 
subject to audit. 
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Ƒ 9HULI\ WKDW SDtient has been counseled on Preparation and Administration information below: 

•	 Sodium oxybate should be taken as directed by your doctor (review prescriber's
 
instructions with patient).
 

o	 Prepare each of your doses by placing grams of sodium oxybate in one of the provided 
pharmacy containers and place ____grams in the second container. Add 1/4 cup of water to 
each pharmacy container. The water does not come with sodium oxybate. You can use either 
tap or bottled water. The solution should remain clear and it will taste salty. Place the 
child-resistant cap onto the containers and put them in a safe place, out of the reach of 
children or pets, by your bed. 

•	 Feel free to call your certified pharmacy if you have any questions regarding preparation or how 
to take your sodium oxybate doses. The Sodium Oxybate REMS Program is also available 
Monday through Friday, from 8 am to 8 pm Eastern Time, at 855-705-2424, and a pharmacist is 
always available 24 hours a day, 7 days a week at your certified pharmacy, if needed. 

Refer to the Medication Guide for additional information on preparation of your sodium oxybate 
doses. 

•	 Set alarm to go off 2.5 to 4 hours after you take your first dose. 

•	 When you are ready to go to sleep, sit at your bedside and drink one dose of sodium
 
oxybate and then lie down.
 

o	 Your first dose of sodium oxybate should be taken at least 2 hours after eating as food will 
decrease the amount of sodium oxybate that your body absorbs. 

o	 Patients usually fall asleep in about 5 to 15 minutes, although some patients have reported 
falling asleep more quickly (without first feeling drowsy) and others may take longer to fall 
asleep. The time that it takes to fall asleep might be different from night to night. 

o	 Upon waking up, take the second dose of medication as prescribed by your physician. 

o	 A minimum of 2.5 hours must separate each dose. 

o	 If you happen to miss a dose, NEVER take two doses of sodium oxybate at once. 

•	 The diluted medication MUST be used within 24 hours of preparation. Discard any unused 
medication down the sink drain or toilet. 

•	 When you can no longer draw medication out of the bottle with the dispensing device,
 
dispose of your bottle. Use a marker or pen to deface the bottle to protect your
 
confidentiality.
 

•	 Be sure to store sodium oxybate in the original bottle in a safe and secure place out of the reach 
of children and pets. Get emergency help (call 911) right away if a child drinks your sodium 
oxybate. 

•	 Sodium oxybate should be stored at room temperature. 

(Pharmacist Name) / / (Date Time) 
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Ƒ 9HULI\ WKDW SDWLHQW KDV EHHQ FRXQVHOHG RQ Precautions needed for sodium oxybate use: 

•	 Sodium oxybate is classified as a controlled substance medication. Sodium oxybate must be used 
only by the person for whom it is prescribed and as directed by the physician. All lost or stolen 
medication must be reported. 

•	 Federal law prohibits the transfer of this drug to any person other than the patient for whom it was 
prescribed. 

•	 The active ingredient is sodium oxybate. Sodium oxybate is converted to gamma-hydroxybutyrate 
(GHB) in the body. GHB has been used as a substance of abuse and has been associated with 
drug-facilitated sexual assault (date rape). 

•	 Abuse of GHB can lead to dependence (a physical need to take the drug), craving for the medicine, 
and severe withdrawal symptoms (symptoms that start when the drug is stopped, especially when it 
is stopped suddenly). Abuse of GHB, with or without other CNS depressants (for example, 
nortriptyline, oxycodone, or heroin) including alcohol can lead to seizure, trouble breathing, 
decreases in the level of consciousness, coma, and death. 

•	 Tell your doctor if you: 

o	 Are pregnant or plan to become pregnant. It is not known if sodium oxybate can affect your 
unborn baby. 

o	 Are breastfeeding. It is not known whether sodium oxybate can pass through the breast milk. 
Talk to your doctor about the best way to feed your baby if you take sodium oxybate. 

o	 Have or had depression or tried to harm yourself. You should be watched for new signs of 
depression. 

o	 Have liver problems. Your dose may need to be adjusted. 

o	 Have sleep apnea (short periods of not breathing while you sleep), snoring, or breathing or 
lung problems. You may have a higher chance of serious breathing problems with sodium 
oxybate. 

o	 Have mental health problems. 

o	 Walk in your sleep. 

o	 Are on a salt-restricted diet, have high blood pressure, heart failure, or kidney problems. 
Sodium oxybate contains sodium (salt) and may not be right for you. 

(Pharmacist Name) / / (Date Time) 
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Ƒ 9HULI\ WKDW SDWLHQW KDV EHHQ FRXQVHOHG RQ Side Effects: 

•	 In clinical trials, the most commonly observed side effects associated with the use of sodium 
oxybate included: headache, nausea, dizziness, sleepiness, vomiting, urinary incontinence, and 
inflammation of the area around the nostrils and the back of the mouth. Some side effects may be 
more likely to be observed with higher doses of sodium oxybate. 

•	 Sodium oxybate can cause serious side effects, including trouble breathing while asleep, 
confusion, unusual or disturbing thoughts, depression, and passing out, even at recommended 
doses. Tell your doctor if you have any of these problems while taking sodium oxybate. 

•	 Remember that you must not drive a car, operate heavy machinery, or perform any activity that is 
dangerous or that requires mental alertness or motor coordination for the first 6 hours after taking 
a dose of sodium oxybate. 

•	 When taking sodium oxybate, do not drink alcohol or take medicines that make you sleepy, 
including antidepressants, antipsychotics, anti-epileptics, opioids, general anesthetics, muscle 
relaxants and/or illicit CNS depressants (for example, heroin or GHB). 

•	 These are not all of the side effects that you might experience. Contact your doctor if you are 
concerned about any possible side effects. Refer to the Medication Guide for additional information 
on possible side effects. 

(Pharmacist Name) / / (Date Time) 
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Step 3: Screening 

1.	 Is the patient taking sedative hypnotics (for example, diazepam, phenobarbital, or zolpidem)? 

Ƒ <HV Ƒ &RXQVHOHG 3DWLHQW
 
Ƒ 1R 
  

Please list the drug(s) and dose of each: 

2.	 Is the patient taking sedating antidepressants, antipsychotics, or anti-epileptics such as divalproex sodium 
(Depakote); general anesthetics; muscle relaxants; opioid analgesics; or illicit CNS depressants (for 
example, heroin or GHB)? 

Ƒ <HV Ƒ &RXQVHOHG 3DWLHQW
 
Ƒ 1R 
  

Please list the drug(s) and dose of each: 

3. What other prescription and non-prescription medications is the patient taking? 

Please list the drug(s) and dose of each: 

4.	 Does the patient drink alcohol? 
Ƒ <HV  Ƒ  Counseled Patient 
Ƒ 1R  

5. Has the patient been diagnosed with sleep apnea (short periods of not breathing while asleep)? 
Ƒ <HV Ƒ &RXQVHOHG 3DWLHQW 
Ƒ 1R  

December 2016 5 



 

 

 
 

 

 

 

6. Does the patient have a diagnosis of or suffer from asthma, COPD, or other conditions affecting his/her 
breathing (slower breathing, trouble breathing)? 
Ƒ <HV Ƒ &RXQVHOHG 3DWLHQW 
Ƒ 1R  

Please list the drug(s) used to treat and dose of each, if known: 

7. Does the patient have any other current medical conditions for which the patient is under a 
healthcare provider's care? 
Ƒ <HV Ƒ &RXQVHOHG 3DWLHQW 
Ƒ 1R  

Please list the condition(s), if known: 

8. Does the patient have any clinical questions about sodium oxybate? 
Ƒ <HV Ƒ &RXQVHOHG 3DWLHQW 
Ƒ 1R Ƒ 5HIHUUHG Patient to Prescriber 

Please list the question(s): 

(Pharmacist Name) / / (Date Time) 
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Step 4: Concomitant Medication & Comorbidity Summary 

Medication Type: 
Ƒ 6HGDWLYH K\SQRWLFV
 
Ƒ Alcohol
 
Ƒ 2WKHU SRWHQWLDOO\ LQWHUDFWLQJ DJHQWV�
 

Ƒ 6HGDWLQJ DQWLGHSUHVVDQWV� DQWLSV\FKRWLFV� RU DQWL-epileptics
 
Ƒ *HQHUDO DQHVWKHWLFV
 
Ƒ 0XVFOH UHOD[DQWV
 
Ƒ 2SLRLG DQDOJHVLFV
 
Ƒ 'LYDOSURH[ VRGLXP RU RWKHU YDOSURDWH GUXJ �H�J�� YDOSURLF DFLG�
 
Ƒ ,OOLFLW &16 GHSUessants (e.g., heroin or GHB)
 

Medical Conditions: 
Ƒ 6OHHS DSQHD
 
Ƒ $VWKPD 
  
Ƒ &23' 
  
Ƒ 2WKHU FRQGLWLRQV DIIHFWLQJ WKHLU EUHDWKLQJ
 
Ƒ +LVWRU\ RI GHSUHVV LRQ RU VXLFLGDOLW\
 
Ƒ +LVWRU\ RI GUXJ RU DOFRKRO DEXVH
 
Ƒ 6HL]XUH GLVRUGHUV
 
Ƒ +HSDWLF LPSDLUPHQW
 
Ƒ +LJK EORRG SUessure, heart problems, kidney problems, or are on a salt-restricted diet
 
If any of the medication types or medical conditions listed above are checked, or any of the
 
questions in Section 3 were answered yes and there is no confirmation of prior prescriber
 
knowledge, call the prescriber to consult:
 

Is a prescriber consult required? Ƒ <HV  Ƒ 1R 
  
If no, please provide reason:
 
If yes, action(s) taken (check all that apply and document details in Prescriber consult outcome section below):
 
Ƒ &DOOHG prescriber: / / 

Ƒ 2WKHU: / / 

Name of prescriber consulted:
 
Prescriber NPI or DEA:
 

Prescriber consult outcome: 

(Pharmacist Name) / / (Date Time) 
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Step 5: Completion Summary 

Checklist Completed: Ƒ <HV Ƒ 1R �6RGLXP R[\EDWH LV QRW VKLSSHG XQWLO FKHFNOLVW LV FRPSOHWHG��
 

If yes, date checklist completed: / / (Date Time)
 

If no, document the reason for non-completion:
 

(Pharmacist Name) / / (Date Time) 

December 2016 8 





















   

     
 

 

 

 
     

 

      
 

 
 

 

   
  

 
   

  
 

 

    
  

 
   

  

    
   

   
   

 

 

 
 

  

 

M e dication Guide - Sodium Oxybate (s oe ’ dee um ox’ i bate ) Oral Solution, CIII 

Read this Medic ation Guide c arefully before you start taking sodium oxybate and eac h time you get a refill. There may be 
new information. This information does not take the plac e of talking to your doc tor about your medic al c ondition or your 
treatment. 

What is the most important information I should k now about sodium oxybate ? 

Sodium oxybate can cause serious side e ffects inc luding slow breathing or c hanges in your alertness. Do not drink 
alc ohol or take medic ines intended to make you fall asleep w hile you are taking sodium oxybate bec ause they c an make 
these side effec ts w orse. Call your doc tor right aw ay if you have any of these serious side effec ts. 

x	 The ac tive ingredient of Sodium Oxybate Oral Solution is a form of gamma-hydroxybutyrate (GHB). GHB is a 
c hemic al that has been abused and misused. Abuse and misuse of sodium oxybate c an c ause serious medic al 
problems, inc luding: 
x seizures
 
x trouble breathing 

x c hanges in alertness 

x coma
 
x death 


x	 Do not drive a c ar, use heavy mac hinery, fly an airplane, or do anything that is dangerous or that requires you to 
be fully aw ake for at least 6 hours after you take sodium oxybate. You should not do those ac tivities until you 
know how sodium oxybate affects you. 

x	 Sodium oxybate is available only by presc ription and filled through the Sodium Oxybate REMS Program. Before 
you rec eive sodium oxybate, your doc tor or pharmacist will make s ure that you understand how to use sodium 
oxybate safely and effec tively. If you have any questions about sodium oxybate, ask your doctor or call the 
Sodium Oxybate REMS Program at 1-800-XXX-XXXX. 

What is sodium oxybate ? 

Sodium oxybate is a presc ription medic ine used to treat the follow ing symptoms in people w ho fall asleep frequently 
during the day, often at unexpec ted times (narc olepsy): 

x suddenly w eak or paralyzed musc les w hen they feel strong emotions (c ataplexy)
 
x exc essive daytime sleepiness (EDS) in people w ho have narc olepsy
 

It is not know n if sodium oxybate is safe and effec tive in c hildren. 

Sodium Oxybate Oral Solution is a c ontrolled substanc e (CIII) bec ause it c ontains sodium oxybate that c an be a target for 
people w ho abuse presc ription medic ines or street drugs. Keep your sodium oxybate in a safe plac e to protec t it from 
theft. Never give your sodium oxybate to anyone else bec ause it may c ause death or harm them. Selling or giving aw ay 
this medic ine is against the law . 

Who should not tak e sodium oxybate? 

Do not tak e sodium oxybate if you: 

x take other sleep medic ines or sedatives (medic ines that c ause sleepiness)
 
x drink alc ohol
 
x have a rare problem c alled suc c inic semialdehyde dehydrogenase defic ienc y
 

Be fore you take sodium oxybate, tell your doctor if you: 



  
 

 
 

 
  

  
  

 
 

  
 

 

 
 

   
 

   

  

  

 
 

    
       

    
  

  
  

  

  
 

 

 

 

 

x have short periods of not breathing w hile you sleep (sleep apnea). 
x snore, have trouble breathing, or have lung problems. You may have a higher c hanc e of having serious breathing 

problems w hen you take sodium oxybate. 
x have or had depression or have tried to harm yourself. You should be w atc hed c arefully for new symptoms of 

depression. 
x have liver problems. 
x are on a salt-restric ted diet. Sodium oxybate c ontains a lot of sodium (salt) and may not be right for you. 
x have high blood pressure. 
x have heart failure. 
x have kidney problems. 
x are pregnant or plan to bec ome pregnant. It is not know n if sodium oxybate c an harm your unborn baby. 
x are breastfeeding or plan to breastfeed. It is not know n if sodium oxybate passes into your breast milk. You and 

your doc tor should dec ide if you w ill take s odium oxybate or breastfeed. 

Te ll your doctor about all the me dicines you take, inc luding prescription and non-prescription medic ines, vitamins, and 
herbal supplements. 

Espec ially, tell your doc tor if you take other medic ines to help you sleep (sedatives). Do not take medic ines that make you 
sleepy w ith sodium oxybate. 

Know the medic ines you take. Keep a list of them to show your doctor and pharmacist when you get a new medic ine. 

How should I tak e sodium oxybate? 

x	 Read the I ns tructions for Us e at the end of this Medic ation Guide for detailed instruc tions on how to take sodium 
oxybate.
 

x Take sodium oxybate exac tly as your doc tor tells you to take it.
 
x Never c hange your sodium oxybate dose w ithout talking to your doc tor.
 
x	 Sodium oxybate c an c ause sleep very quic kly. You should fall asleep soon. Some patients fall asleep w ithin 5 

minutes and most fall asleep w ithin 15 minutes. Some patients take less time to fall asleep and some take more 
time. The time it takes you to fall asleep might be different from night to night. 

x	 Take your first sodium oxybate dose at bedtime w hile you are in bed. Take your sec ond sodium oxybate dose 2.5 
to 4 hours after you take your first sodium oxybate dose. You may w ant to set an alarm c loc k to make sure you 
w ake up to take your sec ond sodium oxybate dose. You should remain in bed after taking the first and sec ond 
doses of sodium oxybate. 

x	 If you miss your sec ond sodium oxybate dose, skip that dose and do not take sodium oxybate again until the next 
night. Never take 2 sodium oxybate doses at 1 time. 

x Wait at least 2 hours after eating before you take sodium oxybate. 
x You should see your doc tor every 3 months for a c heck-up while taking sodium oxybate. Your doc tor should 

c hec k to see if sodium oxybate is helping to lessen your symptoms and if you feel any side effec ts w hile you take 
sodium oxybate. 

x If you take too muc h sodium oxybate, c all your doc tor or go to the nearest hospital emergenc y room right aw ay. 

What are the possible side effects of sodium oxybate? 

Sodium oxybate can cause serious side e ffects, including: 

x See “What is the most important information I should k now about sodium oxybate?” 
x Bre athing proble ms, including: 

x slow er breathing 



 
  

 

  
 

 

  

 

  
 

 

 
 

  
  

   

  

 
 

 
 

 
 

   
  

 

    
  

   
  

 

x	 trouble breathing 
x	 short periods of not breathing w hile sleeping (sleep apnea). People w ho already have breathing or lung 

problems have a higher c hanc e of having breathing problems w hen they use sodium oxybate. 
x	 Me ntal he alth proble ms, including: 

x	 c onfusion 
x	 seeing or hearing things that are not real (halluc inations) 
x	 unusual or disturbing thoughts (abnormal thinking) 
x	 feeling anxious or upset 
x	 depression 
x	 thoughts of killing yourself or trying to kill yourself 

Call your doctor right away if you have symptoms of mental health proble ms. 

x	 Sle e pwalk ing. Sleepw alking c an c ause injuries. Call your doc tor if you start sleepw alking. Your doc tor should 
c hec k you. 

The most c ommon side effec ts of sodium oxybate inc lude: 

x	 nausea 
x	 dizzines s 
x	 vomiting 
x	 bedw etting 
x	 diarrhea 

Your side effec ts may inc rease w hen you take higher doses of sodium oxybate. Sodium oxybate c an cause physic al 
dependenc e and c raving for the medic ine w hen it is not taken as direc ted. 

These are not all the possible side effec ts of sodium oxybate. For more information, ask your doc tor or pharmac ist. 

Call your doctor for me dical advice about side e ffects. You may re port side effects to FDA at 1-800-FDA-1088. 

How should I store sodium oxybate ? 

x	 Always store sodium oxybate in the original bottle or in the dosing cups with child-re sistant caps provide d 
with your pre s cription. 

x	 Ke e p sodium oxybate in a safe place out of the reach of childre n and pe ts. 
x	 Ge t e me rge ncy medical he lp right away if a child drink s your sodium oxybate. 
x	 Store sodium oxybate betw een 68°F to 77°F (20°C to 24°C). When you have finished using a sodium oxybate 

bottle: 
x	 empty any unused sodium oxybate dow n the sink drain 
x	 c ross out the label on the sodium oxybate bottle w ith a marker 
x	 plac e the empty sodium oxybate bottle in the trash 

Ge ne ral information about the safe and e ffective use of sodium oxybate 

Medic ines are sometimes presc ribed for purposes other than those listed in a Medic ation Guide. Do not use sodium 
oxybate for a c ondition for w hic h it w as not presc ribed. Do not give sodium oxybate to other people, even if they have the 
same symptoms that you have. It may harm them. 

This Medic ation Guide summarizes the most important information about sodium oxybate. If you w ould like more 
information, talk w ith your doc tor. You c an ask your pharmacist or doctor for information about sodium oxybate that is 
w ritten for health professionals. 



  

  

 

 

For more information, c all the Sodium Oxybate REMS Program at 1-800-XXX-XXXX. 

What are the ingredie nts in Sodium Oxybate Oral Solution? 

Ac tive Ingredients: sodium oxybate 

Inac tive Ingredients: purified w ater, USP 

This Medic ation Guide has been approved by the U.S. Food and Drug Administration. 

Dis tr. By: 

Wes t-Ward Pharmac eutic als Corp. 

Eatontow n, NJ 07724 

10006869/01 

Revised July 2016 



Digitally signed by Carol HolquistCarol Date: 1/17/2017 02:38:30PM 

GUID: 508da712000293e0f6d8acfd3c5e67feHolquist 
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