
S u b l o c a d e ®  R E M S
There  i s  a  r i sk  of  ser ious  harm  or  death  that  could  result  f rom  int ravenous  se l f -administ rat ion  of

Sublocade®.  Sublocade® should  never  be  dispensed  direct ly  to  a  pat ient  and  i s  only  intended  for

abdominal  subcutaneous  in ject ion  by  a  healthcare  provider .  To  avoid  se l f -administ rat ion  and  ensure

pat ient  safety ,  Sublocade® i s  avai lable  only  through  a  rest r icted  dist r ibut ion  program  cal led  the

SUBLOCADE  REMS  (Risk  Evaluat ion  and  Mit igat ion  Strategy )  Program .  

A l i s t  o f  cer t i f ied  pharmac ies  can be  found:
At  h t tps : / /www.sub locaderems.com/  under  Where can I  f ind  more  in fo rmat ion  about  the
SUBLOCADE REMS Program?
Appended to  each mai l ing  o f  the  SUBLOCADE REMS Program Dear  Hea l thcare  Prov ider  Le t te r
By  ca l l ing  the  SUBLOCADE REMS Program a t  1 -866-258-3905

DATA 2000-wa ivered  prescr ibers  submi t  a  Sub locade® prescr ip t ion  fo r  a  named pat ien t  to  the
pharmacy.  Fo l low ru les  and regu la t ions  fo r  p rescr ib ing  cont ro l led  subs tances .  
Sub locade® is  d ispensed to  the  hea l thcare  prov ider  fo r  admin is t ra t ion  to  the  pa t ien t

Pol ic ies  and procedures  must  be  es tab l i shed to  ver i f y  Sub locade® is  d ispensed
to  a  hea l thcare  prov ider ,  and Sub locade® is  no t  d ispensed to  a  pa t ien t .

 
S ta f f  t ra in ing*
Not i fy ing  hea l thcare  prov iders  no t  to  d ispense d i rec t l y  to  pa t ien ts*
Not  d is t r ibu t ing ,  t rans fer r ing ,  loan ing ,  o r  se l l ing  Sub locade®*
Pat ien t  se lec t ion
Pat ien t  educat ion /Med ica t ion  gu ide

Brochure  ava i lab le  to  download a t
h t tps : / /www.sub locade.com/Content /pd f /sub locade-pat ien t -b rochure .pd f
or  a t  h t tps : / /www.sub locade.com/prepar ing- fo r - t rea tment  

Med ica t ion  admin is t ra t ion
Video ava i lab le  a t  h t tps : / /www.sub locade.com/hcp/buprenorph ine

Missed appo in tments ,  missed doses
Ref i l l  p rocedures
Ref r igera tor  tempera ture  mon i to r ing
Cont ro l led  subs tance inventory*
Coord ina t ion  o f  submi t t ing  prescr ip t ions  to  a  cer t i f ied  pharmacy,
med ica t ion  de l i very ,  and pa t ien t  appo in tments  i f  app l i cab le  
Pat ien t  labs / tes ts  (e .g . ,  l i ve r  func t ion ,  HCG)
MAINTAIN APPROPRIATE RECORDS

Sublocade® can be  ordered d i rec t l y  th rough a  d is t r ibu tor
The hea l thcare  se t t ing  in  wh ich  you prac t ice  must  f i r s t  become cer t i f ied .  To  become cer t i f ied  you
must :

Se lec t  an  au thor ized  representa t ive
Comple te  and submi t  the  SUBLOCADE REMS Program Hea l thcare  Set t ing  and Pharmacy
Enro l lment  Form
Tra in  re levant  s ta f f  to  ensure  Sub locade® is  d ispensed on ly  to  hea l thcare  prov iders
Estab l i sh  processes  and procedures  to  ver i f y  tha t  Sub locade® is  never  d ispensed d i rec t l y  to  a
pat ien t

O p t i o n s  f o r  O b t a i n i n g  S u b l o c a d e ®

 

s u g g e s t e d  s u p p l i e s  &  e q u i p m e n t

Ref r igera tor  
Lock  box  
Tempera ture  gauge
Tempera ture  log
Storage log
Sub locade® log
Locat ion  fo r
pa t ien t  to  l ie
sup ine   

In jec t ion  supp l ies
Bandages
Gauze pads
Alcoho l  p rep
pads
Gloves
Sharps  conta iner  
Ice  packs

S U B L O C A D E ®  ( B U P R E N O R P H I N E  E X T E N D E D - R E L E A S E )  I N J E C T I O N ,  C I I I
Q U I C K  G U I D E  F O R  G E T T I N G  S T A R T E D

S u g g e s t e d  p o l i c i e s  a n d  p r o c e d u r e s

C e r t i f i e d  P h a r m a c y

D i r e c t  o r d e r i n g

*For  cer t i f ied  hea l thcare  fac i l i t ies

https://www.sublocaderems.com/
https://www.sublocade.com/Content/pdf/sublocade-patient-brochure.pdf
https://www.sublocade.com/preparing-for-treatment


Designate  an author ized representat ive .  This  person wi l l  complete  the  enrol lment  form,  coordinate
the act iv i t ies  of  the  SUBLOCADE REMS Program,  and ensure  that  the  fac i l i ty  compl ies  wi th  the
program requirements .  
Complete  the  three sect ions of  the  SUBLOCADE REMS Program Heal thcare  Set t ing and Pharmacy
Enrol lment  Form.  The form can be accessed at
ht tps: / /www.sublocaderems.com/Content /pdf /enrol lment - form.pdf                                                  
 or  found at  ht tps: / /www.sublocaderems.com/  

“Author ized Representat ive  Signature”  sect ion –  page 2
“Author ized Representat ive  Informat ion” sect ion –  page 3
“Heal thcare  Set t ing Informat ion” sect ion –  page 4

The DEA number  on f i le  wi th  the  d ist r ibutor  account  is  required
Submit  the  form to  the REMS Program by:  

Onl ine  porta l :  h t tps: / /www.sublocaderemscc.com/#Publ ic  or  access v ia
ht tps: / /www.sublocaderems.com/  
Fax:  1 -866-823-9549
Emai l :  cer t i fy@SublocadeREMS.com 
Mai l :  SUBLOCADE REMS Program,  200 Pinecrest  P laza,  Morgantown,  WV 26505-8065

Agree to  t ra in  a l l  re levant  s taf f  a t  each d ispensing locat ion involved in  d ispensing the drug d i rect ly
to  a  heal thcare  provider ,  to  ensure  that  the  drug is  not  d ispensed di rect ly  to  a  pat ient .
Agree to  ver i fy  that  Sublocade® is  d ispensed di rect ly  to  a  heal thcare  provider .  Do not  d ispense
Sublocade® di rect ly  to  a  pat ient .
Agree to  not i fy  the  heal thcare  provider  not  to  d ispense d i rect ly  to  pat ients .  This  may be
accompl ished v ia:

Phone cal ls
Auxi l iary  label  a f f ixed to  the  d ispensed prescr ipt ion
Reminders  in  the  e lectronic  medical  record

1.

2 .

3 .

4 .

5 .

6 .

 
Indiv ior  Inc .  is  required to  not i fy  heal thcare  set t ings and pharmacies,  conf i rming cer t i f icat ion,  wi th in  7  ca lendar

days af ter  they become cer t i f ied in  the  REMS Program.

S t o r a g e

Ref r igera t ion
requ i red  (2 -8°C,
35.6-46 .4°F)
Store  secure ly  (e .g . ,
locked re f r igera tor ,
lock  box  secured in
re f r igera tor )  in  a
room tha t  can  be
locked
Product  can be
s tored  in  i t s  o r ig ina l
packag ing  ou ts ide
the  re f r igera tor  a t
room tempera ture
for  up  to  7  days

Only  one fo rm is  needed per  hea l thcare  se t t ing .  A  pharmacy is  covered under
the i r  hea l thcare  se t t ing ’s  enro l lment  in  the  SUBLOCADE REMS Program.
Mul t ip le  s i tes  w i th in  a  hea l thcare  se t t ing  is  poss ib le  (must  have s i te  name,
DEA number ,  address ,  phone,  fax ,  emai l ,  and pr imary  po in t  o f  con tac t  i f  no t
the  au thor ized  representa t ive) .  Add se t t ings  by  submi t t ing  jus t  the
“Hea l thcare  Set t ing  In fo rmat ion”  sec t ion  fo r  each d ispens ing  s i te  where
Sub locade® wi l l  be  sh ipped.
Aud i ts  by  Ind iv io r  Inc .  o r  a  th i rd  par ty  ac t ing  on  beha l f  o f  Ind iv io r  Inc .  may
occur .  
Phys ic ians  wa ivered  under  the  Drug Add ic t ion  Trea tment  Ac t  o f  2000 (DATA
2000)  and DATA 2000 ‑waivered Nurse  Prac t i t ioners  and Phys ic ian  Ass is tan ts
qua l i f ied  under  the  Comprehens ive  Add ic t ion  and Recovery  Ac t  o f  2016 may
e lec t  to  l i s t  the i r  p rac t ices  in  the  Ind iv io r  Trea tment  Prov ider  Locator .
Check  federa l ,  s ta te ,  loca l ,  and fac i l i t y  regu la t ions  to  de termine wh ich
hea l thcare  prov iders  may admin is te r  Sub locade®.
The INSUPPORT™ Copay Ass is tance Program is  ava i lab le  to  he lp  e l ig ib le
pat ien ts  ( fo rms a lso  ava i lab le  in  Span ish) .
Hea l thcare  prov iders  shou ld  repor t  a l l  cases  o f  in t ravenous admin is t ra t ion
and suspec ted  adverse  events  assoc ia ted  w i th  Sub locade® to  the  FDA a t  1 -
800-FDA-1088 or  on l ine  a t  www. fda .gov /medwatch / repor t .h tm or  to  Ind iv io r  a t
1 -877-782-6966.

Quest ions? 
www.SUBLOCADEREMS.com or
contac t  the  SUBLOCADE REMS
Program a t  1 -866-258-3905.

H o w  t o  b e c o m e  c e r t i f i e d

 

a d d i t i o n a l  i n f o r m a t i o n


