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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 

'HFHPEHU ����	 �
 



 

 

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 
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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�
 

'HFHPEHU ����	 �
 



 

 

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 

'HFHPEHU ����	 �
 



 

 

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 
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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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