
Substance Abuse and Mental 
Health Services Administration 

Center for Substance Abuse Treatment 
1 Choke Cherry Road 
Rockvi lle, MD 20857 

Dear Colleague: 

Please find attached a final regu lation affecting the operation of SAMHSA-certified Opioid Treatment 
Programs (OTPs). The Federal Opioid Treatment regulations codified under 42 CFR Part 8, have been 
modified to reflect changes in the way buprenorphine products may be di spensed by OTPs. These 
changes go into effect on January 7, 2013. 

Under the current regulations (42 CFR § 8. 12 (i)(3)), OTPs must adhere to a time in treatment schedule in 
dispensing buprenorphine and methadone products to patients for unsupervised use ("take home 
supplies"). Specificall y, for example, a patient must be stable in treatment for 9 months before receiving 
one week take home supply of buprenorphine or methadone. Effecti ve January 7, 20 13, the time in 
treatment requirements for patients receiving buprenorphine products will no longer apply. Accordingly, 
if an OTP program physician determines that the patient is suitable, the OTP could dispense a one week 
suppl y of medication, or longer, to a newly admitted patient. 

Importantly, the time in treatment requirements will still apply to OTPs in dispensing methadone products 
to patients. In addition, OTP program physic ians must still assess and document that a patient is suitable 
for the amount of buprenorphine be ing dispensed to each patient. Finall y, OTPs must adhere to their 
respecti ve State regulations if they address the way OTPs di spense buprenorphine products. 

As ex plained in the attached Final Rule preamble, SAMHSA based thi s change upon several factors, 
incl uding differences between methadone and buprenorphine in abuse potential and actual abuse, 
m0I1ality rates, and level of Federal control (methadone is CSA Schedule II but buprenorphine is 
controll ed in a lower schedule, 1lI). The preamble notes that buprenorphine abuse has been increasing, 
but SAMHSA believes that the controls and oversight in place in the OTP, as well as enhanced 
monitoring will miti gate abuse concerns. 

The fina l rule was preceded by a proposed rule in 2009 and an interim final rule in 2003. The preamble 
explai ns how public comments submitted in response to these rulemaking proposals have been 
considered. 

SAM HSA be lieves that thi s change wi ll be important and helpful to OTPs in further tailoring care to 
indi vidual patient needs. In addit ion, the changes wi ll permit OTP patients to have increase fl ex ibility as 
they progress in their recovery. 

For further information , contact Nicholas Reuter at 240-276-27 16, or nicholas .reuter@samhsa. hhs.gov. 

Si ncerel y, 

H. Westley Clark, M.D., J.D., M.P.H., CAS, FASAM 
Director, Center for Substance Abuse Treatment 

Enclosure: Opioid Drugs in Maintenance and Detox ification Treatment of Opiate Addicti on, Final Rule 

mailto:nicholas.reuter@samhsa.hhs.gov
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Risks and Safety Risks" (62 FR 19885, 
April 23, 1997). This final rule does not 
contain any informati on co llections 
subject to OMB approval under the 
Paperwork Reduct ion Act (PRA) (44 
U.S.C. 3501 et seq. ), nor does it require 
any special considerations under 
Executive Order 12898, entitled 
"Federal Actions to Address 
Environmental JusUce in Minority 
Popu lations and Low-Income 
Popu lations" (59 FR 7629, February 16, 
1994). 

Si nce tolerances and exemptions that 
are established on the bas is of a petition 
under FFDCA sect ion 408(d). sllch as 
the to lerance in this final rule. do not 
require the issuance of a proposed rule, 
the requi rements of the Regulatory 
Flexibility Act (RFA) (5 U.S.C. 601 et 
seq.). do not apply. 

This final ru le direc tly regulates 
growers, food processors, food handlers, 
and food retailers. not States or tribes, 
nor does this action alte r the 
relat ionships or distribution of power 
and responsib ili ti es established by 
Congress in the preemption provis io ns 
of FFDCA section 408(n)(4). As such, 
the Agency has determ ined that this 
acti on will not have a substantial direct 
effect on States or tribal govern ments, 

on the relationship between the national 
government and the States or tribal 
governments, or on the distribution of 
power and respons ib ilities among the 
various levels of government or between 
the Federal Government and Indian 
tribes. Thus, the Agency has determined 
that Executive Order 13132, entitled 
" Federalism" (64 FR 43255, August 10, 
1999) and Executive Order 13175 , 
entitled "Consultation and Coordination 
with Indian Tribal Governments" (65 FR 
67249, November 9, 2000) do not apply 
to this final rule. In additi on , this final 
ru le does not impose any enforceable 
duty or contain any unfunded mandate 
as described under Title II of the 
Unfunded Mandates Reform Act of 1995 
(UMRA) (2 U.S.C. 1501 et seq. ). 

This act ion does not involve any 
technical standards that would require 
Agency considerati on of vo lu_ntary 
consensus standards pursuant to section 
12(d) of the National Technology 
Tran sfer and Advancement Act of 1995 
(NTTAA) (15 U.S.C. 272 note). 

vm. Congressional Review Act 

Pursuant to the Congressional Review 
Act (5 U.S.c. 801 et seq.). EPA w ill 
submit a report contain ing this rul e and 
oth er required informat ion to the U.S. 
Senate, the U.S. House of 

Representatives, and th e Comptroller 
General of the United States prior to 
publication of the rul e in the Federal 
Register. This action is not a " major 
rule" as defined by 5 U.S.C. 804(2). 

List of Subjects in 40 CFR Part 180 

Environmental protect ion , 
Administrative practice and procedure , 
Agricultura l commodities, Pesticides 
and pests , Reporting and recordkeeping 
requirements . 

Daled: November 21 , 2012. 

Lois Rossi , 
Director. Registration Division. Office of 
Pesticide Programs. 

Therefore, 40 CFR chapter I is 
amended as foll ows: 

PART lSQ-[AMENDED] 

• 1. The authority citation for part 180 
continues to read as foll ows: 

Authority: 21 U.S.C. 32 1{q). 346a and 371. 

• 2. In § 180.920, alphabetically add the 
following inert ingred ients to the table 
to read as follows: 

§ 180.920 Inert ingredients used pre· 
harvest; exemptions from the requirement 
of a tolerance. 

Inert ingredients Limits Uses 

N-alkyl(Ct(·C 11() dimelhylamidopropylamines where the alkyl group is linear and may Not to exceed 20% by Surfactants, related adju­
be saturated and/or unsaturated (CAS Reg. Nos. 109-28-4, 3179-80-4, 7651­ weight in herbicide for­ vants of suriactants. 
02-7, 22890-10-4. 22890-11-5, 39669-97-1 , 45267-19-4, 6814()"'{)1-2, mulations. 
1147459-12-8,146987- 98-8). 

IrR Doc. 201 2-291 06 Fi led 12-5-12: 8:45 ami 
BILLING COOE 6560-50-P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

42 CFR Part S 

RtN 0930-AA14 

Opioid Drugs in Maintenance and 
Detoxification Treatment of Opiate 
Addiction ; Proposed Modification of 
Dispensing Restrictions for 
Buprenorphine and Buprenorphine 
Combination as Used in Approved 
Opioid Treatment Medications 

AG ENCY: Substance Abuse and Mental 
Health Services Administration 
(SAMHSAl, Depar tment of Hea lth and 
Human Services (HHS). 
ACTION: Final rule. 

SUMMARY: This fin al rul e amends the 
federal opioid treatment program 
regulations by modi fyi ng the dispensing 
requi rements for buprenorphine and 
buprenorphine combination products 
approved by the Food and Drug 
Administration (FDA) for opioid 
dependence and used in federally 
certi fied and reg istered opioid treatment 
programs. In particular, this rule would 
allow opioid treatment programs more 
flexibility in dispens ing take-home 
supplies o f buprenorphino-removing 
restr ic ti ons on th e time a patient needs 
to be in treatment in order to receive 
take-home suppli es-after th e 
assessment and documentation of a 
patient's responsibili ty and stabil ity to 
receive opioid addi ct ion treatment 
med ication. Opioid treatment programs 
that li se these products in the treatment 
of opio id dependence \ovill continue to 

adhere to all other fe dera l treatment 
standards estab lished for methadone. 

DATES: T his rule is effective January 7 , 
2013. 
FOR FURTHER INFORMATION CONTACT: 
Nicholas Reuter, Center for Substance 
Abuse Treatment (CSAT), Div ision of 
Pharmacologi c Therapies, SAM HSA, 1 
Choke Cherry Road, Room 2-1 063, 
Rockville, MD 20857, (240) 276- 2716, 
email : 
Nicholas. Rell ter@samll sa. hhs.gov. 

SUPPLEMENTARY INFORMATION: 

I. Executive Summary 

A. Purpose of the Regulatory Action 

This fina l rule w ill modify the way 
that the narcotic treatment med ication 
bu prenorphine will be dispensed by 
treatment programs to ind iv iduals who 
are depen dent on heroin or on certain 
prescri ption pain reli evers by reduci ng 
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the requirements for dispensing 
treatment med ications for " take horne" 
use. Currently, patients in treatment 
must wait one year before treatment 
programs may dispense a two week 
supply of medication. These types of 
requirements impart a burden on 
patients and may affect their adherence 
to treatment. This final rule will provide 
fl exib ility to programs in matching 
patient needs. 

There are approximately 1,270 
faci lities in the U.S. that are specially 
authorized to use narcotic medications 
like methadone and buprenorphine to 
treat addicti on. The special 
authorization is required under federal 
law because these med ications can be 
abused, and can also produce 
dependence. To obtain the special 
authorizati on, the programs must adhere 
to requirements that relate to the way 
patients are se lected for treatment, how 
they receive treatment , and hO\" the 
treatment med ications are dispensed. 
The Secretary has the authority under 
21 U.S.C, 823(g) to establish standards 
for the quantity of narcotic treatment 
med ications, like buprenorphine, that 
may be provided by authorized 
programs for unsupervised use. This 
rulemaking changes these regulatory 
standards for buprenorphine. 

B. SummOJY of the Major Provisions of 
the Regulatory Action in Quest ion 

This final ru le changes the way one 
na rcotic trea tment medication, 
buprenorphine, is dispensed to pat ien ts 
in admitted to Opioid Treatment 
Programs (OTPs). The ru le permits 
OTPs to dispense buprenorphine 
add iction trea tment products to pat ients 
w ithout requiring the patients to meet 
eligibility requirements relat ing to their 
length of trea tment. This change wil l 
increase fl exi bility in treatment and is 
justified by the experience to date with 
buprenorphine addiction treatment 
products, together with buprenorphine's 
safety profile. 

C. Casts and Benefits 

The Secretary anticipates that there 
\·vil l be an overall reduction in soci etal 
costs if treatment is expanded under 
this fin al ru le. The costs for OTPs to 
implement lhis regulatory change are 
negl igib le. The added flexib ility w ill 
perm it OTPs to dispense buprenorphine 
products more frequently. insofar as 
there are costs associated with each 
dispensing acti vity. th is change could 
lead to lower overall treatment costs for 
OTPs. The added flex ibility wi ll a lso 
benefit patients, who should be able to 
report to the OTP less frequently . while 
still benefitting from the counseling. 
med ical, recovery and other services 

OTPs provide. There may be additional 
divers ion and abuse risks associated 
'wi th the possible of expansion of 
treatment, but the Secretary believes 
that the benefits of increased flexibility 
and increased access to care in OTP 
settings outweighs these possible risks. 

n. Background 

Opioid Treatment Regulations-The 
opioid treatment program regulations 
(42 CFR part 8) establish the procedures 
by which the Secretary will determine 
whether a practitioner is qualified under 
Section 303 (g) of the Controlled 
Substance Act (CSA) (21 U.S.C. 
823(g)(1)) to dispense certain 
therapeutic narcotic drugs in the 
treatment of individuals suffering from 
narcotic addiction. These regulations 
also estab lish the Secretary 's standards 
regardi ng the appropriate quant ities of 
narcotic drugs that may be provided for 
unsupervised use by in div idua ls 
undergoing suc h treatment (21 U.S.C. 
823(g)(1 )(c)) (See also 42 U.S.c. 290bb­
2a.). 

in a notice published in the Federal 
Register on January 17,2001 (66 FR 
4076, January 17 , 2001 ), SAM HSA 
iss ued final regulations for the use of 
narcotic d rugs in maintenance and 
detoxification treatment of opi oid 
add iction. That fin al rule established an 
accreditation-based regulatory sys tem 
under 42 CFR part 8 ("Cert ification of 
Opioid Trea tment Programs (OTPs)" ). 
The regu lati ons also estab lished (under 
§ 8.12) the Secretary's standards for the 
use of opioid medications in the 
treatment of add icti on, inc luding 
standards regarding the quantities of 
opioid drugs w hi ch may be provided for 
ullsupervised use . The SAMHSA 
regulations establish the standards for 
determining that practitioners 
(p rograms) are qualified for Drug 
Enforcement Admi nistration (DEA) 
registration under 21 U.S.C. 823(g)(1). 
The authority citation for this rule is 21 
U.S.C. 823; 42 U.S.C. Z90bb-2a, 
290aa(d) , 290 dd-2, 300x-23 , 300x­
27(a), 300y-ll. 

Section 8. 12(h) sets forth the 
s tandards for medi ca tion 
admin istration, dispensing and use. 
Under this Secti on, OTPs shall use only 
those opioid agonist trea tment 
medications that are approved by the 
FDA under section 505 oCthe Federal 
Food , Drug, and Cosmetic Act (21 U.S.C. 
355) for use in the treatment of opioid 
addiction. The regulat ion listed 
methadone and levomethadyl acetate 
("ORLAAM") as th e opioid agonist 
treatment medications considered to be 
approved by the FDA for use in the 
treatment of op ioid add icti on . 

A. Interim Final Ruie-SAMHSA 
expanded the list of approved 
medications for use in certified opioid 
treatment programs by issuing an 
Interim Final Rule on May 22 , 2003 (68 
FR 27937, May 22, 2003 , "Interim Fi na l 
Rule"). This notice was preceded by the 
FDA's approval of two buprenorphine 
products (Subutex® and Suboxone®) on 
October 8, 2002 , and the DEA's 
rescheduling of bulk buprenorphine, as 
well as all approved medical products 
containing buprenorphine from 
Schedule V to Schedule III (see Federal 
Register of October 7, 2002 (67 FR 
62354)). 

The May 22, 2003, Interim Final Rule 
added the two FDA-approved 
buprenorphine addict ion treatment 
products to the prev ious list of 
approved op ioid treatment medications 
under 42 CFR 8.12 (h)(2). Effective upon 
publication, the interim Final Rule 
allowed OTPs to use buprenorphine and 
buprenorphine combination products 
for the trea tment of opioid add iction. in 
add iti on, the Interim Final Rule 
requ ired OTPs to app ly the same 
treatment standards that were finalized 
on January 17,2001 , for methadone and 
ORLAAM. Th ese requi rements included 
the restri ctions for trea tment 
medi cations dispensed for unsupervised 
use, e.g .. "take-h omo" medi cati on. 
Finally, the Interim Final Rule soli cited 
comments on the new provisions. 

The " take-home" provisions are 
intended to reduce the ri sk of abuse and 
diversion of opioid treatment 
medications that have abuse potential. 
The rules tie the amount of " take home" 
medication that a program may dispense 
to pati ent characteristics, such as thei r 
stability. responsib ility and time in 
trea tment. For exam ple. under 42 e FR 
8.12(i)(3), a patient would have to be 
stable in treatment for 9 months to be 
eligible for a 6-day supply of med ication 
(either methadone or buprenorphine). In 
add iti on to th e tim e in treatment 
eligib il ity, program physicians must 
also evaluate and document every 
patient's stability for take-home 
medi cation by applying the fac tors set 
forth under 42 CFR 8.12(i )(2). 

B. Buprenorp/1ine in Office-Based 
Opiaid Treatmen t-The Drug Addiction 
Treatment Act of 2000, (Sect ion 3502 of 
the Children's Health Ac t of ZOOO, Pub. 
L. 106-31 0,21 U.S.C. § 823(g)(2)), 
" DATA ZOOO") perm its qualified 
phys icians to d ispense certain opioid 
treatment medications fo r the treatment 
of opioid dependence. Under DATA 
2000, qualifying physicians are 
"certified" to obtain waivers from the 
requirement under 21 U.S.c. 823(g) to 
obtain approval fTom SA MHSA as 
OTPs. Quali fying phys icians are 
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permitted to dispense, including 
prescribe, Schedu le 1II , IV, and V 
narcotic controlled drugs approved by 
the FDA specifically for maintenance or 
detoxification treatment wi thout being 
separately registered as a narcotic 
treatment program by DEA (21 U.S.c. 
823(g)(2)(A)). "DATA Waived" 
physicians are not permitted to 
prescribe the Schedule II medication 
methadone for addiction or dependence 
treatment. 

Certified physicians are subject to 
certain limits. For example, certified 
physicians are authorized to prescribe 
only opioid medications that are 
specifically approved by FDA for 
dependence or addiction treatment. 
These medications must be controlled 
in Schedul es III through V. This 
authorization excl udes the Schedule II 
medication methadone. Physicians must 
be " quali fied" by credentialing or 
experience. In addition, physicians are 
subjec t to li mits on how many patients 
they can treat at anyone time. DATA 
2000 did not include restrictions on the 
amount of an approved drug that may be 
prescribed to a pati ent at anyone time. 

DATA 2000 assigned new 
responsib ilit ies to both the HHS and the 
Department o r Justi ce (DO)). The DEA 
issued regulati ons to carry out the DOJ 
responsibi liti es , whil e HHS delegated 
implementati on responsibilities to 
SAM HSA. SAMHSA has implemented 
the Department's new respons ibilities 
without new ru les. SAM HSA developed 
a sys tem to accept, revievv. and verify 
that physicians fulfill the criteria under 
DATA to qualify for the waiver. The 
system assures that physicians complete 
qualify ing training. that they have the 
necessary DEA registrat ion, and that 
they are licensed. In addition. SAMHSA 
developed and issued an office-based 
treatment guidelin e, wh ich was a 
requirement under DATA 2000. The 
DEA's final regu lation removed the 
regu latory prohibition on prescribing 
certain narcotic treatm ent drugs, 
out li ned the process for the interagency 
review of "notifi cat ions " under the new 
law and how the "unique identification 
number" will be assigned, and 
established recordkeeping requirements 
for certified phys icians. The DEA rule 
did not establish new requirements or 
limits for dispensing or prescribing 
buprenorphine products (70 FR 36338, 
June 23, 2005J. 

DEA, FDA and SAMHSA actions to 
implement DATA 2000 and SAMHSA's 
May 22, 2003, Interim Final Rule 
distinguished how the same 
medications (buprenorphine and 
buprenorphine combinati on products) 
are dispensed in different settings (OT? 
versus certified physicians ). This 

distinction is because, as explained 
elsewhere in this notice, OTPs are 
registered under 21 U.S.C. Section 
823(g)(1 ) of the CSA as practitioner 
programs. Under this section , SAMHSA 
certifies and DEA registers "narcotic 
treatment programs" (not individual 
physicians) to dispense and administer 
(but not prescribe) approved opioid 
treatment medications for dependence 
or addiction treatment. As certified and 
registered programs with required 
staffing (phys icians, counselors, other 
health professionals), OTPs are subject 
to extensive federal, state, and local 
regulation, including accreditation. OTP 
medical staffs are required to be 
licensed and qualified; hovvever. there is 
no requ irement that the OTP physicians, 
who are part of the treatment team, 
complete special training on methadone 
or buprenorphine treatm ent, or obtain 
waivers under DATA 2000. As noted 
elsewhere in this notice. even though it 
is not required that OT? program 
physicians obtain waivers to prescribe 
buprenorphine products, most OT? 
physicians have completed the training 
and obtained the waivers. The minority 
of physicians in OTPs who have not 
obtained waivers may be located in 
programs that currently do not use 
buprenorphine products. Unlike DATA­
waivered physicians, federal lavl does 
not place a limit on how many pati ents 
OTPs treat with buprenorphine or 
methadOJle. 

C. Comments SlIbmitted in Response 
to Interim Final Rule-In response to 
the Interim Fina l Ru le, SAMHSA 
received two comments from 
indiv iduals represent ing hundreds of 
OTPs providing treatment in several 
states. Whil e the comments sup port the 
Secretary's immed iate action to make 
the new treatment medication availab le 
to OTPs exped itiously, the comments 
questioned the rationale for applying 
the treatment s tandards in place for 
methadon e to the new buprenorphine 
products. One commenter noted that 
bupl'enorphine has the same 
pharmacological properties whether · 
administered by OTPs or "waived 
physicians.. , 

The commenter did not believe that 
the regulations shou ld preclude OTPs 
from dispens ing buprenorphine in the 
same manner as priva te phys icians. 
They stated lhat it was an error to 
impose uniquely stringent treatment 
s tandards on those dinies best placed to 
administer buprenorphine products to 
treat addiction. Because of these 
dispensing restrictions, the commenter 
believed that the inter im final rul e " in 
short, wi ll significantly limit ifnot 
completely sup press the ava ilability of 
buprenorphine therapy in OT?s." 

The comments also suggested that the 
restriction would impact patient care 
and noted that whether used in an OTP 
or in a private office, buprenorphine 
therapy should not be subject to the 
dispensing restrictions deve loped to 
deal with the special risks posed by 
Schedule II methadone. Commenters 
noted that from the patient's 
perspective, the criti ca l advantage of 
buprenorphine is the possibility of 
avo iding the long-term daily attendance 
for dosing that is required with 
methadone therapy. The commenters 
stated that "OTPs have substantial 
experience in treating a particularly 
challenging population of patients. 
Requiring Schedu le II type procedures 
for OTP-based buprenorphine 
treatment-and by precluding OTPs from 
administering buprenorphine in the 
same manner that the drug is ava ilable 
to private physic ians risks suppression 
of addicts en tering trea tment. " 

The commenters requested that 
SAM HSA provide OTPs with the same 
take-home prescribing authority which 
is currently in force for qualified 
phys icians under DATA 2000 
suggesting that in this way, there wi ll be 
no artificial difference in how OT?s 
prescribe buprenorphine as compared to 
qualifi ed physiCians under DATA 2000. 
The comments did not suggest changing 
the OTP dispensing res triction for 
methadone. 

D. Notice of Proposed Rulemaking­
After considering the comments 
submitted in response to the Interim 
Final Rule, along with administrati ve 
considerations, the Secretary decided to 
not finalize the Interim Final Rule. 
Instead , the Secretary published a 
Federal Register Not ice of Proposed 
Rulemaking. In the June 19 2009, Notice 
(74 FR 29153, June 19, 2009) the 
Secretary proposed to modify the 
dispensing regime for buprenorphine in 
OTPs. The proposed rule was based 
upon the information avai lable that the 
experience with buprenorphine use in 
addiction treatment over the last several 
years, togeth er with the pharmacological 
properties of the approved 
buprenorphine treatment products, 
distinguishes Schedule JJJ 
buprenorph inc products from Schedule 
II methadone products. Schedule II is 
the most restrictive Schedule under the 
Controlled Substances Act, reserved for 
substances with high potential for abuse 
and accepted medical use. Substances 
controlled in Schedule III have a lower 
potential for abuse compared to 
Schedule II substances. These 
distinctions supported the 
establishment of a less restri cti ve 
distribution scheme for Schedule III 
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buprenorphine products approved to 
treat op ioid dependence. 

In the June 19 2009, Notice (74 FR 
29153, June 19, 2009), SAMHSA did not 
propose to change any of the provisions 
in Subpart A (Accreditation) or Subpart 
C (Procedures for Review of Suspension 
or Proposed Revocation of aTP 
Certification and of Adverse Action 
Regarding Withdrawal of Approval of an 
Accreditation Body). Instead, SAMHSA 
proposed an amendment to Subpart B, 
Certification and Treatment Standards. 
SAMHSA proposed to amend on ly one 
Section of Subpart B, Section 8.l20} 
regarding unsuperv ised or " take-home" 
use. 

Under 42 eFR 8.12(i), OTPs must 
adhere to requirements for dispensing 
treatment medications for unsupervised 
or " take-home" use. These restrictions 
are intended to limit or reduce the 
potential for dive rsion of these 
medications to the illicit market. Th e 
proposed rule ..."ould remove the 
restrictions for dispensing 
buprenorphine and buprenorphine 
combinati on products for unsupervised 
0 1' "take-home" use while retaining 
those requirements for methadone 
products. The proposed change wou ld 
be incorporated by adding the following 
language to 42 eFR 8.12(i)(3): " The 
dispensing restrictions set forth in 
paragraph s (ilthrough (vi) do not appl y 
to buprenorphine and buprenorphine 
products li sted under 42 eFR section 
8.12(h)(2)(iii)." As discussed th roughout 
th is notice, the Secretary believes that 
buprenorphine's lower potential for 
abuse, and other factors, when 
compared to methadon e, supports this 
change. 

It sh ould be noted that OTPs vl!ould 
sti ll be required to assess and document 
each patient's responsibility and 
stability to handle op ioid drug products, 
including buprenorphine products for 
unsupervised use set forth under 42 
e FR 8.12(i)(2) and 8.12(i)(3). In 
addition, the provisions of DATA 2000 
that limit the total number of patients an 
office-based phys ician could treat 
would not be applied to patients treated 
with buprenorphine products in OTPs. 

In response to the June 19, 2009, 
proposed rul e, the Secretary received 12 
comments from patient advocacy 
groups, addiction treatment provider 
associations, addiction medicine 
treatment societies, state regu latory 
offi cials. and individuals not affiliated 
with any organizations. These 
comments have been considered and 
analyzed, as discussed below. 

E. Discussion, AnaJyses of Comments. 
Most comments generally supported the 
proposed changes to the dispensing 
rest.ri ctions for buprenorphine addict ion 

treatment products in OTPs. A few 
comments opposed the change, while 
others either suggested changes to the 
OTP regulations, or changes to DATA 
2000. 

1. Those comments that support the 
modification to the ru les stated that the 
change would significantly increase the 
use of a valuable treatment medication 
(buprenorphine) for opioid dependence 
and addiction through OTPs. They also 
noted that the change would make the 
regulations more consistent with DATA 
2000. Commenters noted , for example, 
that "the analys is supplied by SAMHSA 
is very complete and accurately reflects 
the realities of the treatment experience 
of patients in both OTP's and addi ct ion 
physicians' offices." They note that 
there is extensive patient experience, 
including the hundreds of thousands of 
patients who have received 
buprenorphine prescriptions from 
physicians authorized under DATA 
2000, that supports the safety and 
efficacy of buprenorphine addiction 
treatment products dispensed for 
unsupervised use . Another comment 
stated that the proposed rule will help 
ease the financial and staffing burden 
incurred with the daily supervised 
administration of buprenorp hine in 
OTPs. Th is change may a ll ow OTPs to 
increase their pati ent capac ity to match 
the community's needs. Other 
comments supported the change for its 
impact on patient access to treatment, 
particularly in rural settings. 

2. Another comment supporting the . 
proposed change urged SAMHSA to go 
further to implement harm reduction 
measures, including expanded access to 
substitution treatment and distribution 
ofsterile injection equipment. The 
comment is based upon studi es that 
indicate a higher preval ence of 
intravenous heroin and prescripti on 
opioid abuse in patients enrolling in 
OTPs compared to pati ents seeking 
treatment in offi ce-based settings. 
According to the com ment, the 
increased ri sk of intravenous drug abuse 
would also be present in OTP pati ents 
who receive buprenorphine products 
(combinat ion or single entity) for 
addiction treatment. The commenter 
was concerned that the hypothetical 
in crease in intravenous buprenorphine 
abuse would lead to increases in 
infectious disease transmiss ion and 
other health issues. 

As stated in the June 2009 NPRM, the 
Secretary anticipates that reducing the 
distribution restrictions for OTPs using 
buprenorphine products would increase 
the number of patients treated in OTPs, 
expanding access to medication assisted 
treatment. Although s tudies may show a 
higher prevalence of intravenous drug 

abuse among individuals entering OTPs 
compared to office-based physicians, it 
is not clear that these patients would 
continue intravenous abuse once in 
treatment, or if they would increase the 
level of intravenous buprenorphine 
abuse. Indeed. the number of patients 
treated with buprenorphine products in 
OTPs has increased steadily since 2003. 
According to the 2010 National Survey 
on Substance Abuse Treatment Services 
(N-SSA TS, a point prevalence, one day 
client count estimate), OTPs reported 
treating almost 6,5 00 patients with 
buprenorphine products (REF 1). 
Although a modest number when 
compared to the hundreds of thousands 
of patients who receive buprenorphine 
products from office-based DATA 2000 
prescribers, it represents as-fo ld 
increase s ince 2005. The Secretary is not 
aware of a significant increase in 
intravenous buprenorphine abuse 
during this period. The Secretary will 
continue to monitor the treatment fi eld 
to detect changes in rates of intravenous 
buprenorph ine abuse. 

3. One commenter supported the 
proposal to eliminate the take home 
restri ctions for buprenorphine in OTPs 
but urged SAMHSA to " harmonize" the 
OTP use of bupren orphine with the 
requirements of DATA 2000, in 
particular, the patient limits. A different 
commenter, whi le supporting th e 
proposed rul e. suggested that the pati ent 
limit requirements of DATA 2000 be 
eliminated altogether. Finally, one 
comment supported the proposal, but 
stated that it did not go far enough. Thi s 
commenter believed that the OTPs rules 
should be harmonized to eliminate all 
other requirements under 42 CFR part 8, 
so that th ere would be no differences in 
requirements for pati ents treated in OTP 
versus office-based DATA waived 
physicians. 

These comments refer to the 
requirements under DATA 2000 that 
physicians adhere t.o patient. limits. 
Under DATA 2000, a phys ician initially 
is limited to treating no more than 30 
patients at anyone time. DATA 2000 
was mod ified by publi c law in 2005 to 
permit phys icians to submit 
applications to treat up to 100 patients 
at anyone time. Of the almost 22,000 
phys icians certifi ed to prescribe 
buprenorphine products under DATA 
2000, almost 5,200 submitted 
notifications necessary to treat up to 100 
patients. 

The Secretary does not in tend to issue 
new rules to " harmonize" the use of 
buprenorphine in OTPs with the use of 
buprenorphine un der DATA 2000 as the 
commenter suggests. The commenter is 
correct in noting that DATA 2000 
phys icians are subject to limits on how 
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many pat ients that they may treat with 
buprenorph ine for addiction treatment 
at anyone time. while OTPs are not 
subject to patient limits. It should be 
noted. however that under 42 CFR part 
8, OTPs are required to provide 
counseling, medical, drug testing, and 
other services to each patient admitted 
to treatment. In addition , OTPs are 
subject to state laws and regulations, 
including, in some cases, patient limits . 
At this time, DATA waived physicians 
are not required under federal treatment 
regulations to provide counseling and 
other servi ces to the patients they treat. 
The Secretary is not proposing to 
harmonize either the patient limits or 
the counseling and services 
requirements and will not be modifying 
patient li mits in OTPs or fo r DATA 
Waived phys icians at this time. In 
addition, the comment to remove most 
of the requi rements set forth under 42 
CFR part 8 , for OTPs, goes well beyond 
the scope of changes proposed in the 
June 2009, NPRM. Additional changes 
to these regulat ions woul d need to be 
preceded by another notice and 
comment rul emaking process. 

4. One comment urged SAMHSA to 
address concerns about buprenorphine 
abuse and dive rs ion from OTPs by 
"working w ith the Drug Enforcement 
Ad mini stration and th e Food and Drug 
Administration to develop a ri sk 
eva luation and mitigation strategy." The 
strategy would include dose and 
quantity lim its for buprenorphine , and 
requi re that patient demonstrate 
stability for a n unspeci fi ed period of 
time before they are provided 
buprenorphine products fo r 
unsupervised use. 

T he Secretary notes that the FDA has 
established a Risk Eval uation and 
Mitigati on Strategy (REMS) program for 
buprenorphine add icti on treatment 
prod ucts.' In add iti on, FDA has 
established a REMS program for certain 
buprenorphine pain treatment products. 
These prog ram s include components on 
prescriber ed uca ti on to address 
prescribing practices (including 
guidance on dos ing) and other measures 
to help ensure that only appropriate 
patients receive the drug. Making sure 
that only an ap propriate group of 
pati ents use the product has the effect 
of red uci ng the abuse and diversion of 
buprenorphine addiction and pai n 
treatment products. SAMHSA has 
worked with FDA to make the 
buprenorphine addict ion treatment 

I The Food and Drug Administ ration 
Amendments Act of 2007 gave FDA the authority 
to require a Risk Evaluation and Miligation Slrategy 
(REMS) from manufacturers to ensu re that the 
benefits of a drug or biological product outweigh it s 
risks. 

REMS program consistent with these 
rules. At this time. the Secretary does 
not believe that modifications to the 
REMS for buprenorphi ne addiction 
treatment products are necessary to 
ensure the benefits of the product 
outweigh the ri sks. In addition. the 
Secretary does not accept the 
recommendation that the regulations 
require OTP patients demonstrate 
stability for a period of time before 
receiving buprenorphine take homes. As 
discussed in th e NPRM and throughout 
this final rule, the Secretary believes 
that there are adequate safeguards and 
contro ls in p lace to minimize 
buprenorphine abuse and diversion 
without applying the time in treatment 
requirements un der 42 CFR 8.12. These 
inc lude the requirements for patient 
s tabili ty assessments and criteria for 
stability set forth under 42 CFR 8.12 
(i)(2). Under this rule, OTPs wil l 
continue to be requi red to assess 
pat ients before unsupervised use and 
they will continue to be required to 
provide counseling, whi ch is not 
required of office-bascd settLngs. 
Finally. as stated elsewhere in this 
notice , SAM HSA \vill send a formal 
guidance letter to all OTP Medi cal 
Directors, encouraging them to complete 
buprcnOl'phin e training and obtain a 
waiver. In the lettor. SAMHSA will 
provide links to Web s ites where OTP 
phys icians can complete on-line 
qualifying tra ining an d will offer to send 
the OT? phys icians a CD-ROM to 
com plete train ing. 

5. One com ment. represen ting 
add iction treatm ent profess ionals 
expressed great concern about "the 
potentia l negat ive effect the proposed 
change in regu lation wou ld have on the 
management of opio id dependence" 
provided by OTPs. Specifically, the 
co mment s tated that removing the 
res triction for dispens ing 
buprell Ol' phine and buprenorphine 
combination products in OTPs will lead 
to poorer treatment outcomes and 
in creased divers ion. This problem 
woul d ari se because OTP pati ents are 
oft en in programs (as opposed to offi ce­
based phys ician settings) because " they 
require the structure offered in 
methadone maintenance (frequent 
dos ing w ithin the clinic environment, 
frequent contact wi th cl ini cal staff) .' · 
The comment contends that ';OTPs are 
a primary referral fo r patien ts receiving 
buprenorphine/naioxone in office-based 
treat ment sett ings who have been 
unable to comply with treatment 
requirements or to discontinue illicit 
drug use." In addition, the comment 
states that " pati ents in methadone 
main tr. nance/narco ti c treatment 

programs often have more severe illness 
(poly-substance abuse/dependence, co­
occurring mental il lness. a ntisocial 
behaviors associated with early drug 
abuse treatment)," 

The Secretary is not aware of 
evidence to support the assertion that 
OTPs serve as primary referral centers 
for non-compliant office-based patients 
and those office-based patients unable 
to discontinue drug use, or that OTP 
patients are more likely to have more 
severe illness compared to patients 
treated in office-based settings. The 
commenter did not provide evidence 
that removing the take horne restrictions 
for buprenorphine products for patients 
treated in OTPs woul d interfere with the 
medical, drug testing, counseling, and 
other services that OTPs are required to 
provide to patients admitted to 
treatment. In add ition, the proposal 
removes the ti me in treatment schedule 
for dispensing buprenorphine products 
but does not remove the requirement 
that every patient is assessed for 
stability before any buprenorphine 
products are d ispensed by an OTP for 
unsupervised use. As discussed above, 
providers treating patients in OTPs wi th 
approved buprcnorphine prod ucts are 
required under the Drug Addiction 
Treatment Act to provide counseling 
and other services to pat ients treated 
with buprenorphine products. and to 
assess and docu ment patient suitab ility 
and stability before buprenorphine is 
prescribed for unsupervised use. Office­
based bu prenorph ine providers are not 
required to prov ide counseli ng and to 
assess suitabil ity and stabili ty. 

The same comlllcnter suggested that 
patients in OTPs arc dosed daily un ti l 
stability is demonstrated. Permitt ing 
OTPs to d ispense " buprenorphine 
products in up to 1-l11onth prescriptions 
rapid ly upon starting this therapy will 
result in patients lOS ing that important 
com ponent of the ir treatment " .... 
[and ] will result in poorer trea tment 
outcomes for this population as \.vell as 
substantial increases in diversion of the 
drug." Th e commenter beli eves that 
in creases in buprenorphine diversion 
cou ld jeopardize th e ava il ab ility of 
buprenorphine treatment modality. 
However, OTPs arc not required to 
dispense a one month su pply to every 
patient; programs are requ ired to assess 
patients and d ispense amounts that 
meet cri teria for stabil ity. 

Taken together . the Secretary believes 
that the ri sk fo r buprenorph ine 
dive rsion from buprenorphine 
dispensed by OTPs in accordance \·... itll 
th is final ru le wi ll be less than the ri sk 
of di version assoc iated wi th office-based 
settings. Nonetheless. at least annually, 
SAM HSA will , in consultation with the 
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Office of National Drug Control Policy 
(ONDCP) and relevant HHS agencies, 
review new data on buprenorphine 
divers ion from OTPs and , if necessary, 
SAMHSA will take formal steps to 
address this divers ion. 

The same comment acknowledges 
that buprenorphine diversion is 
increas ing now, but contends that the 
risk of divers ion "wi ll increase furth er 
shou ld generic huprenorphine (without 
naloxone) become the preferred 
formulati on used by narcotic treatment 
programs." The comment states that 
generi c single entity ("mono") 
formulati ons will be less expensive than 
the fixed combination buprenorphine/ 
naloxone products. OTPs seeking higher 
profit margins will dispense the less 
expensive and presumpti ve ly more 
abuseab le mono formulation, 
contributing to a n increase in abuse and 
diversion. 

The Secretary acknowledges that 
generic versions of Subutex (a mono 
formulation of buprenorphine) were 
first approved in October 2009 and are 
pri ced nominally less than the 
combination (Suboxone product). 
Generic mono buprenorphine 
formul ations have been available for 
a lmost two years. The amount of mono 
buprenorphine prescribed by office~ 
based phys icians has increased steadi ly 
in this peri od of time to almost 12 
percent of the tota l number of patients 
receiving prescriptions in 2010 (REF 2). 
As discussed below, the Secretary is 
aware of reports on increas ing 
buprenorphine abuse and diversion , 
including di vers ion ill cri minal justice 
settings (REF 3). The Secretary is not 
aware of compelli ng evidence to 
support the assertions that OTPs will 
predominantly dispense mono 
buprenorphine more than o ffi ce~based 
phys icians. Regardless, as noted above, 
th e con trols in place under the 42 CFR 
8.12, \·vill mitigate diversion issues in 
OTPs with either buprenorphine 
formu lati on. 

6. One comm ent expressed concern 
that the availabili ty of buprenorphine 
treatment through narcotic treatment 
programs " could discourage office~ 
based practitioners from offering this 
treatment; particularly if third party 
paye rs encourage such treatment from 
narcot ic treatment programs and 
introduce barriers to office~based 
treatment." 

The Secretary is not a\'vare of any 
evidence to support the suggestion the 
regulatory changes on buprenorphine 
distribution in OTP settings would 
discourage o ffi ce~based buprenorphine 
treatment, or that third party payers 
would react to by creating additional 
barri ers to reimbursement for office~ 

based treatment under DATA 2000. 
Buprenorphine products have been 
availab le for office·based treatment and 
for use in OTPs since 2003. 
Buprenorphine treatment has been 
covered by public and private insurance 
providers in both OTP and office-based 
settings. It is unclear how changing the 
way buprenorphine products are 
dispensed by OTPs \'I' ill have any direct 
or indirect impact on private or public 
reimbursement decis ions, or on offi ce~ 
based phys icians willingness to 
continue to treat patients in that setting. 

7. One comment recommended that 
phys icians in OTPs be required to 
obtain the waiver to prescribe 
buprenorphine under DATA 2000, and 
to complete the training that is one of 
the requireme nts under DATA 2000. 
The commenter "believes it would be 
irresponsible to s imply permit 
uneducated phys icians working in 
narcotic treatment programs to begin to 
prescribe this med ication with no 
foundati on as to its proper use. " The 
same comment recom mended that non~ 
physician OTP staff also be required to 
obtain education on buprenorphine. 

Another comment, referring to DATA 
2000 staled that " qualified phys ici ans 
are au thori zed Ito lise buprenorphine in 
addiction treatm entl-not programs. " 
Th e same commcnler suggested 
all owing Nurse Practiti oners to become 
qua lifi ed to treat these patients. 

The Secretary has carefully 
co nsidered th is recommendation , but 
does not at this time believe that it is 
necessary to modify the Opioid 
Treatment Regulations to requi re all 
OTP phys icians to complete tra ining 
and obtain waivers under DATA 2000. 
The Drug Addiction Treatment Act (21 
U.S.C. 823(g)(2)(Fj, d id not es tablish any 
additi ona l training or educat ional 
requirements for practiti oners, 
including OTPs that dispense Schedu le 
TIl-V narcoti c drugs and are registered 
as treatment programs under 21 U.S.c. 
823(g)(1). Indeed , DATA 2000 
specifically authorized treatment 
programs registered under 21 U.S.c. 
823(g)(1) to use Schedu le Ill-V narcotic 
drugs for addiction and dependence 
treatment. In addition, 42 CFR 8.12 (d), 
requires " that each person engaged in 
the treatment of opi oid addiction must 
have sufficient educa tion, training. and 
experience, or any combination thereof, 
to enable that person to perform the 
ass igned fun ctions." This requirement 
applies to OTP program phys icians. 
who order both methadone and 
buprenorphine for patients admitted to 
OTPs. OTP program phys icians have 
been au thorized to order buprenorphine 
products for patients admitted to 
treatment s ince the interim final rul e 

was issued in 2003 . Moreover, 
SAMHSA has analyzed its OTP Medical 
Director database and cross referenced it 
to the database of phys icians with 
DATA waivers. T his analys is indicates 
that as of October 2012 at least 80 
percent of the Medical Directors in 
OTPs have sought and obtained DATA 
2000 wai vers to prescribe 
buprenorphine products in office~based 
or other sett ings. 

As stated elsewhere in this notice , 
SAMHSA will send a formal guidance 
letter to all OTP Medical Directors, 
encouragi ng them to complete 
buprenorphine training and obtain a 
waiver. In the letter, SAMHSA will 
provide links to Web s ites where OTP 
phys icians can complete on-line 
quali fying training and will offer to send 
the OTP phys icians a CD-ROM to 
complete training. 

There are many other resources 
ava ilable to OTP staff on the use of 
buprenorphine in the treatment of 
opioid dependence. SAMHSA bas 
issued two treatment improvement 
protocols (TIPs ): "TIP 40: Clinical 
Gu idelines for the Use of 
Buprenorphine in the Treatment of 
Opioid Addiction·' and "TIP 43: 
Medication Assisted Treatm ent for 
Opioid Addi ction in Opioid Treatment 
Programs." These trea tment guidelines 
provide extens ive evid ence~based 
clinical guidelines on th e use of 
buprenorphine, as well as methadone 
and other medications in treating opioid 
dependence. These guidelines are 
supplemented by lhe SAMHSA-funded 
Phys ician Clinical Support System 
which provides con ti nuous assistance 
and training to OTP phys icians who 
need more information on us ing 
buprenorphine in dependence 
trea tment. 

The Treatment Improvement 
Protocols, disc ussed above, are a lso 
avai lab le to na n·physician OTP Staff. In 
addition, SAM HSA hilS developed 
specific guidance for nurses in OTPs or 
other practice settings s llch as 
"Techni cal Assistance Publication 30­
Buprenorphine: A Guide for Nurses." 
SAMHSA a lso sponsors continuing 
medical education seminars for nurses 
on lI sing buprenorph ine in OTPs (see 
wWlv.dpt .samhsa.gov.) 

There is also information ava ilable on 
buprenorphine treatment to counselors 
and other addiction treatment 
profess iona ls. For example, the 
SAMHSA·supported nehvork of 
Addiction Technology Transfer Centers 
(ATICs) offers classroom training and 
other informati on on us ing 
buprenorphine in opio id dependence 
treatment , including treatment in 
adolescent populations. (See Short­

http:samhsa.gov
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Term Opioid Withdrawal Using 
Buprenorphine: Findings and Strategies 
from a NIDA Clinical Trials Network 
[CfN) Study, ilttp:l/!vww.nattc.orgl 
expJore/priorityareas/science/ 
bJendingin itiot ive/bu pdetoxl). 

The Secretary believes that there are 
cons iderable education resources 
available to physicians and 0 0 0­

physician staff in OTPs and that these 
resources are being used . Finally, the 
Drug Addiction Treatment Act authority 
to prescribe buprenorphine addiction 
treatment products does not extend to 
practitioners such as nurse practitioners 
or physicians ass istants. 

8. One comment recommended that 
the regulations be modified to establi sh 
dose limits for patients treated with 
buprenorph ine products in OTPs. 
Specifically, the OTP must document 
the need for any daily dose above 16 mg 
per day. The commenter provided 
references to support that 16 mg per day 
occupies 95 percent of the mu-opioid 
receptor, and any dose above that 
amount invites diversion. 

The existing OTP regulations (4 2 CFR 
8.12[hj(4)j require that "each opioid 
agonist treatment medication used by 
th e program is ad ministe red and 
dispensed in accordance with its 
approved product labeling." Further, 
the current regulations require that any 
s ignificant dev iat ions from this labeling, 
including dos ing deviations, are 
documented in the patient record. The 
Secretary notes that there are no daily 
dose limits applied to phys icians \\1ho 
prescribe buprenorphine products 
under their DATA 2000 waiver 
au thority. Accordi ngly, it is not clear 
whether estab lishing a specific 16 mg 
per day dose limit for buprenorphine 
dispensed by OTPs would have a 
measureable impact above the current 
regulatory requirements. As such, the 
Secretary declines the recommendation 
to establish buprenorphine dose limits 
for OTPs. 

9. One comment recommended an 
increase in th e required number of 
random urine toxico logy screening tests 
within OTPs to at teast twice monthly. 
Accord ing to the comment, this level of 
drug tes ting is necessary to demonstrate 
that drug use has ceased or has been at 
least reduced. 

The current regulations requi re, at a 
minimum , that OTPs conduct at least 8 
random drug tests each year. These tests 
mus t be adequate. and are used to 
monitor a patient's progress in treatment 
as well as to guide the OTP physician 
on appropriate take-home doses. The 
comment provided no evidence to 
support how increas ing the frequency of 
drug testing in OTPs beyond the 
minimum of eight per year would 

produce benefits that would outweigh 
the additional costs. The Secretary notes 
OTPs can conduct more frequent drug 
testing that can be tailored to individual 
patient needs and treatment status. 
Further. there is no federal regu latory 
requirement that a physician that 
prescribes buprenorphine products 
under DATA 2000 waivers conduct any 
drug testing with their patients. This 
final ru le does not increase the number 
of required drug tests in OTPs. 

After carefu lly analyzing the 
comments submitted in response to the 
June 2009 NPRM, together with 
additional information on 
buprenorphine abuse and diversion , the 
Secretary concludes that the OTP 
regulations should be modified as 
proposed in the 2009 NPRM. 
Specifically, the time in treatment 
restrictions are eliminated for 
buprenorphine products use in 
SAMHSA-certified OTPs. 

There is now even more experience 
with buprenorph ine in the treatment of 
opioid dependence. S ince 2002 , almost 
22,000 phys icians have sought and 
obta ined the federal certification to 
prescribe buprenorphin e products. 
According to the DEA Automated 
Reports Consolidated Orders System 
(ARCOS), over 190 mi ll ion dosage units 
were distributed to pharmacies in 2010, 
a more than fourfold in crease from the 
almost 40 million dosage units 
distributed in 2006. It should be noted 
that on ly 1.1 million dosage units were 
distributed to OTPs during 2010. In 
addition, almost 800.000 indiv iduals 
received buprenorphine addiction 
treatment prescriptions from office­
based phys icians in 2010, increas ing 
almost fivefold from the 150,000 
esti mated in 2006. [REf' 4). 

Although buprenorphine abuse and 
di ve rsi on has increased concomitantly 
\·"ith the increase in availability 
according to informati on from 
publish ed literature reports and from 
long-standing monitoring systems 
maintained by f'DA , SAM HSA , and 
DEA, the scope, extent, and nature of 
abuse and divers ion , ""hil e a major 
concern, are considerab ly less-and 
qualitati vely differen t than the scope, 
nature, and extent assoc iated with 
methadone and other Schedule II and 
Schedule III opi oid drug products. 
Nonetheless, there are initiatives 
underway to add ress escalating 
buprenorphine abuse and di version . and 
its consequences. These include the 
FDA REMS initiative for buprenorphine, 
the Phys ician Cl inical Support System , 
and the updated buprenorphine office­
based phys ician train ing curriculum. 

One monitoring sys tem is SAMHSA's 
Drug Abuse Warn ing Network [DAWN). 

DAWN is a public health surveillance 
system that monitors drug-related visi ts 
to hospital emergency departments 
[EDs). Hospital emergency department 
(ED) vis its involving the nonmedical use 
{or misuse/abuse}of buprenorphine are 
increas ing with the increased 
availab ility ofbuprenorphine products; 
however, ED visits involving the 
nonmedical use (or misuse/abuse) of 
buprenorphine are substantially less 
than other opioids in the class. 
According to the DAWN 2006 national 
tables, out of an estimated 741,425 drug­
related ED vis its involving the 
nonmedi cal use of pharmaceuticals in 
2006, there were an estimated 4,440 (95 
percent confidence interval (eI] 823 to 
8,057) vis its invo lving buprenorphinel 
combinations. The 2010 DAWN 
indicates that out of 1,173.654 drug­
related ED visits involving nonmedical 
use of pharmaceut icals in 2010. there 
were an estimated 15.778 (95 percent 
confid ence interval [CIll0,815 to 
20,741) vis its involving buprenorphinel 
combinations. While the number of 
visits in DAWN for buprenorphinel 
combinations doubled between 2007 
and 2009, the increase between 2009 
and 2010 (1 ,522 more reports) was not 
s ignificant at lh e p.05 leve l. The rates 
for buprenorphine/combinations in 
2006 were 1.5 per 100,000 population 
and 5.1 per 100 ,000 population in 2009. 
Non-medi cal li se of buprenorphi nel 
combinations has increased almost four­
fold s ince 2006. [REf' 5). It should be 
noted that analyses of the increases in 
DAWN reports over the years should 
a lso fac tor in increases in lhe number of 
buprenorphinc tab lets sold per year. 
[REF 6). 

Increas ing buprenorphino abuse and 
misuse has been identified in other 
substance abuse surve illan ce 
instruments. For example, the 
Researched Abuse, Divers ion and 
Addi ction-Related Surveillance 
(RADARS®) System is a prescription 
drug abuse, misuse and divers ion 
surve illance system that collects timely 
produ ct- and geographically-spec ifi c 
data . The RADARS System measures 
rates of abuse, misuse and diversion 
throughout the United States [U.S.). 
Recent information from the RADARS 
system ind icates that abuse of the mono 
formulation of buprenorphine may be 
increasing. The same system suggests 
that intravenous abuse of the mono 
formulation has increased recently (REF 
8). 

Increas ing buprenorph ine abuse. as 
measured by DAWN. is a concern. and 
there are measures underway to identify 
and mitiga te this abuse. Buprenorphine 
DAWN reports must be cons idered in 
the contex t of DAWN non-rnedicaluse 
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reports for other opioids. In 2009 there 
'\'ere an estimated 14,266 (95 percent 
confidence interval ICI] 8,001 to 20,531) 
vis its involving buprenorphine/ 
combinations. The DAWN non-medica l 
use ED visits for other opioids for 2010 
are as fo ll ows: 
Oxycodone/cambi nations- 146,355 

visits (95 percent C.1. 106,109­
186,602); 

Hydrocodone/combinations-95,972 
visits (95 percent C. l. 74,472­
117,472); 

Fentanyl!comhinations-21 ,196 vis its 
(95 percent C.1. 15,872-26,520); 

Hydro morphon e/combinations- 17,666 
(95 percent C.1. 12,502-22,830); and, 

Methadone-65,945 (95 percent C.1. 
52 ,085-79,806). 
Buprenorphine diversion-NFLIS­

The National Forensic Laboratory 
Informati on System (NFLlS) is a DEA, 
Office of Divers ion Control program that 
collects drug identification results and 
associated information from drug cases 
analyzed by federa l, state, and local 
foren sic laboratories. These laboratories 
ana lyze substances secured in law 
enforcement operations . NFLIS From 
2003 to 2008, the national estimated 
number o f methadone items reported in 
NPLIS more than doubl ed from 4,967 
items to 10,459 items (p < 0.05) , \,vhil e 
buprenorphine increased more than 
250~fo ld from 21 items to 5,627 items (p 
< 0.05). The grea test increases in NFLIS 
items were in the Northeast U.S. where 
per cap ita distribut ion of buprenorphine 
is grea tes t (REF 7) . 

DEA STRIDE-The DEA's System to 
Retrieve In formation from Drug 
Evidence II (STRIDE) collec ts the results 
of drug evidence a nalyzed at DEA 
laboratories ac ross the country. STRIDE 
reflects evidence subm itted by the DEA, 
other fed era l law enforcement agencies, 
and some local poli ce agencies that \vas 
obtained during drug seizures, 
undercover drug buys. and other 
ac ti vities. STRIDE captures data on both 
domes ti c and international drug cases; 
hQ\vever. th e foll owing results describe 
only those drugs obtained in the U.S . 
STRIDE data and their genera lization 
are limited by inconsistent and 
underreport ing at the state and local 
level. During 2008, a total of 51 ,022 
drug exhib its or items were reported in 
STRIDE, about 3 percent of the 
est imated 1.8 m illion drug items 
ana lyzed by state and local laboratories 
dur ing th is period . In STRIDE, 
methadone and buprenorphine each 
represented less than 1 percent of total 
drug items reported in 2008. The 
number of methadone items reported in 
STRIDE increased from 97 items in 2003 
to 159 in 2006 , then fell to 130 in 2007 
and rose to 165 in 2008. Buprenorphine 

items increased fram 8 items in 2003 to 
53 items in 2008. 

In SUIJl. buprenorphine abuse and 
d ivers ion are measureable and 
increasing. The levels of actual abuse 
(na t adjusted for rate of use) and 
diversion are noticeab ly less than other 
apiaids. The Secretary w ill continue to 
monitor abuse while applying the 
specific buprenorphine abuse reduction 
interventi ons discussed elsewhere in 
this notice. Whi le cognizant of this 
abuse. the Secretary believes that 
eliminating the time in treatm ent 
restri ctions for buprenorphine ,·vill 
result in more patients treated in 
stru ctured opi oid treatment programs. 
where controls and requirements can be 
app li ed to identify and address 
buprenorph ine abuse and d ivers ion . 

Importan tly . the consequences of 
buprenorphine abuse furt her distinguish 
buprenorphine from methadone and 
other opioids. Two recent review 
articles disc llss buprenorphine toxicity. 
These articles include repo rts from the 
Nationa l Poison Control Centers of the 
American Association of Poison Control 
Centers . (REPS 8, 9). According to these 
reports, whi ch covered years 2000 
through 2008, there were fewer than 
nine buprcnorphine associated deaths 
over th e nin e year peri od. During the 
same period of time. there were 654 
methadone assoc iated deaths. These 
reports , together with the discuss ion in 
the.Proposed Ru le. further distinguish 
buprenorphine from methadone in 
overall toxic ity. One report h ighlights 
the risks and severe consequences 
associated with pediatric buprenorphi ne 
po ison ing. (REF 9). That same articl e 
recommends special precautions and 
vvarn ings to mitigate the ri sk of pediatri c 
buprenorph ine ex posure. Finally, 
information is presented that contrasts 
buprenorphine and methadone safety 
concerns for t.reatment for opioid 
dependence during pregnancy. (REF 9). 

These peer~revi ewed articles support 
the concept that the consequences of 
buprenorphin e abuse are fewer and less 
severe than those assoc iated w ith 
methadone. Nonetheless, SAM HSA will 
conti nu e to work with other fed eral 
agenc ies. including FDA wi th its REMS 
program, to develop stra tegies to 
mi ni mize the consequences of 
buprenorphine abuse in OT? and o ffi ce~ 
based sett ings. In add ition , at least 
annually, SAM HSA w ill . in 
consultation with ONDep and relevant 
HHS agenc ies . review new data on 
huprenorphine dive rs ion from OTPs 
and, if necessary, SAMH SA will take 
forma l steps to address th is diversion. 
including additional provider training 
o r additional guidance on appropriate 
prescribi ng. As sta ted elsewhere in this 

notice. SAMHSA wi ll send a formal 
guidance letter to all OT? Medical 
Directors, encouraging them to complete 
buprenorphine traini ng and obtain a 
waiver. In the letter, SAMHSA w ill 
provide links to Web sites where OTP 
phys icians can complete on~line 
quali fy ing training and will offer to send 
the OT? phys icians a CD-ROM to 
compl ete tra ining. 

The Secretary notes that state entities 
have also in itiated programs to inform 
prescribers on buprenorphine and 
pediatri Cexposures. Under the OTP 
regulations, all take~home doses 
dispensed by OT?s must be in 
dispensed in "packages des igned to 
red uce the risk of accidental ingestion. 
including child proof containers ," (see 
42 CFR 8.12(i)(5)). Finally, OT?s have 
considerable experience in treati ng 
pregnant pat ients. This fina l ru le will 
increase the fl exibility in how OT?s can 
d ispense buprenorphine products, and 
permit programs to expand treatment to 
this population. 

The Secretary concludes that there is 
adequate information in the 
administrat ive record for this 
rul emaking to elim inate the take~home 
dispens ing schedul e for buprenorphine 
p roducts as set forth in Section IV. 
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IV. Summary of Final Regulation 

The opioid treatment program 
regulations (42 CFR part 8) establish the 
procedrnes by which the Secretary will 
determine whether a practitioner is 
qualified under Section 303(g) of the 
CSA (21 U.S.c. 823(g)(l)) to dispense 
certain therapeutic narcotic drugs in the 
treatment of individuals suffering from 
narcoti c addiction. These regulati ons 
also establish the Secretary's standards 
regarding the appropriate quantities of 
narcotic drugs that may be provided for 
unsupervised use by individuals 
undergoing such treatment (21 U.S.c. 
823(g)(l)(c)). (See also 42 U.S.C. Z90bb­
2a.) 

SAM HSA is not changing any of the 
provisions in Subpart A (Accreditation) 
or Subpart C (Procedures for Review of 
Suspension or Proposed Revocation of 
OTP Certi fi cation and of Adverse Act ion 
Regarding Withdrawal of Approval of an 
Accreditation Body). Instead, SAMHSA 
is finalizing an amendment to Subpart 
B, Certification and Treatment 
Standards. If finalized, the rule wou ld 
amend only one section of Subpart B, 
Section 8.12(i), Unsupervised or "take­
home" li se. 

Under 42 CFR 8.12(i). OTPs must 
adhere to requirements for dispensing 
treatment medications for unsupervised 
or " take-home" use. These restrictions 
are intended to limit or reduce the 
potential for diversion of these 
medications to the illicit market. The 
effect of this final ru le is to remove the 
restrictions for dispensing 
buprenorphine and buprenorphine 
combination products for unsupervised 
or "take-home" use while retaini ng 
those requirements for methadone 
products. This change will be 
incorporated by adding the following 
language to 42 CFR 8.12[i)(3): "Th e 
dispensing restrictions set forth in 
paragraphs [i) through (vi) do not apply 
to buprenorphine and buprenorphine 
products listed under 42 CFR section 
8.12(h)(2)(iii). " 

It shou ld be noted that OTPs are still 
required to assess and document each 
patient 's responsibility and stability to 
handle opioid drug products for 
unsupervised use set forth under 42 
CFR 8.12[i)(2) and 8.12(i)(3). 

V. Regulatory Impact and Notices 

Executive Orders 13563 and 12866 

Executive Order 13563 of January 18, 
2011 (Improving Regulation and 
Regulatory Review), explicitly states 
that our "regulatory system must protect 
public health, welfare, safety, and our 
environment while promoting economic 
growth, innovation, competitiveness, 
and job creation," Consistent with this 
mandate, Executive Order 13563 
requires agencies to tailor "regulations 
to impose the least burden on society, 
consistent with obtaining regulatory 
objectives." Executive Order 13563 also 
requires agencies to " identify and 
consider regulatory approaches that 
reduce burdens and maintain flexibility 
and freedom of choice" whi le selecting 
"those approaches that maximize net 
benefits. " This final rule sets forth a 
regulatory approach that will reduce 
burdens to providers and to consumers, 
",..hile continuing to provide adequate 
protections for public health and 
welfare. 

The Secretary has examined the 
impact of this final rule under Execut ive 
Order 12866, which directs federal 
agencies to assess all costs and benefits 
of available regu latory alternatives and, 
when regulation is necessary, to select 
regulatory approaches that maximize 
net benefits (including potential 
economic , environmental, publi c health 
and safety , and other advantages, 
distributive impacts, and equity). This 
final rul e does not establish additional 
regulatory requirements; it allows an 
activity that is othen. ....,ise prohibited. 
According to Executive Order 12866, a 
regulatory action is "significant" if it 
meets anyone of a number of specified 
conditions, including having an annual 
effect on the economy of $100 million; 
adverse ly affec ting in a material way a 
sector or the economy, competition, or 
jobs; or if it raises novel legal or policy 
issues. A detailed discussion of the 
Secretary's analysis is contained in the 
opioid treatment Final Ru le published 
in the Federal Register of January 17, 
2001 (66 FR 4086-4090). That notice 
described the impact of the opioid 
treatment regulations, analyzed 
alternatives, and considered comments 
from small entiti es, In addition, a 
Federal Register notice published April 
17 , 2006, offered the opportunity for 
comments on this information 
collection activity. 

While this is a signifi cant regulatory 
action as defined by Executive Order 
12866, the Secretary find s that it does 
not confer significant costs to regulated 
entities warranting a regulatory 
flexibility analysis. See the Regulatory 
Flexibility discussion below. The rule 

permits OTPs to dispense 
buprenorphine and buprenorphine 
combination products for take home 
use. If opioid treatment programs 
choose to use these products, the new 
medications will be used in accordance 
with all other standards set forth in the 
January 17, 2001, Final Rule (66 FR 
4090), No new regulatory requirements 
are imposed by this final ru le; however, 
some regulatory requirements will be 
reduced. 

The Secretary anticipates that there 
will be an overall reduction in societal 
costs if treatment is expanded under 
this final rule. The costs for OTPs to 
impl ement this regulatory change are 
negligible. The added fl exibility will 
permit OTPs to dispense buprenorphine 
products more frequently. Insofar as 
there are costs associated with each 
dispensing activity, this change could 
lead to lower overall treatment costs for 
OTPs. The added fl exib ility will also 
benefit patients, who should be able to 
report to the OTP less frequently , while 
sti ll benefitting from the counseling, 
medical , recovery and other services 
OTPs provide. There may be additional 
diversion and abuse risks associated 
with the possible of expansion of 
treatment, but the Secretary beli eves 
that the benefits of increased fl ex ibility 
and increased access to care in OTP 
se ttings outweigh these possible ri sks . 

Regulatory Flexibility Analysis 
For the reasons out lined above, the 

Secretary has determined that this final 
ru le will not have a sign ifi cant impact 
upon a substantial number of small 
entities within the meaning of the 
Regulatory Flexjbility Act (5 U.S.C. 
605(b)). Th e flexibility added by this 
final rule will not require addition 
expend itures by OTPs, Therefore, an 
initial regu latory flexibility an alysis is 
not required for this final Rule. 

As mentioned in the section on 
Executive Orders 13563 and 12866, the 
Secretary antici pates that there will be 
an overall reduction in societal costs if 
treatment is expanded under this final 
rule. The costs for OTPs to implement 
this change to regulation are negligible. 
The added flexibility will permit OTPs 
to dispense buprenorphine products 
more frequently, Insofar as there are 
cos ts associated with each dispensing 
activity , this could lead to lower overall 
treatment costs for OTPs, The added 
flexibility will also benefit patients , who 
should be ab le to report to the OTP less 
frequently , while still benefHting from 
the counseling, medical, recovery and 
other services OTPs will provide, 

The Secretary has determined that 
this rule is not a major rule for the 
purpose of congressional review, For the 
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purpose of congressional review, a 
major ru le is one which is likely to 
cause an annual effect on the economy 
of $100 million; a major increase in 
costs or prices; s ignificant effects on 
competition, employment, productivity, 
or innovation; or significant effects on 
the ability of U.S.-based enterprises to 
compete with foreign-based enterprises 
in domestic or export markets. This is 
not a major rul e under the Small 
Business Regulatory Enforcement 
Fairness Act (SBREFA) of 1996. 

Unfunded Mandates 

The Secretary has examined the 
impact of this rule under the Unfunded 
Mandates Reform Act (UMRA) of 1995 
(Pub. L. 104-4). Th is rule does not 
trigger the requirement for a written 
statement under sect ion 202(a) of the 
UMRA because it does not impose a 
mandate that results in an expenditure 
of $100 million (adjusted annually for 
innation) or more by either state . local . 
and tribal governments in the aggregate 
or by the private sector in any l-year. 

Environmental Impact 

The Secretary has previously 
considcl'r.d the environmental effects of 
this rule as announced in the Fina l Rule 
(66 FR 4076 at 4088). No new 
in formation or comments have been 
received that would affect the agency's 
previous determination that there is no 
significant impac t on the human 
environment and that ne ither an 
environmental assessment nor an 
envi ronmental im pact statement is 
required. 

Executive Order 13132: Federalism 

The Secretary has analyzed this final 
rule in accordance with Executive Order 
13132: Federalism. Executive Order 
1 3132 requires federa l agencies to 
carefully examine actions to determine 
if they contain policies that have 
fed erali sm impli cations or that preempt 
state law. As defined in the Order, 
"policies that have federalism 
impli ca tions" refer to regulations , 
legislative comments or proposed 
legislation , and other policy statements 
or actions that have substantial direct 
effec ts on the states, on the relationship 
between the national government and 
the s tates, or on the distribution of 
power and responsibi lities among the 
various levels of government. 

The Secretary is publishing this final 
rule to modify treatment regulations that 
provide for the use of approved opioid 
agonist treatment medicat ions in the 
treatment of opiate addiction. The 
Narcotic Addict Treatment Act (NATA , 

Pub. L. 93-281) modified the Controlled 
Substances Act (CSA) to estab lish the 
basis for the Federal control of narcotic 
addiction treatment by the Attorney 
General and the Secretary. Because 
enforcement of these Sections of the 
CSA is a federal responsibility, there 
should be little. if any, impact from this 
rule on the distribution of power and 
responsibilities among the various 
levels of government. In addition . this 
final ru le does not preempt State law. 
Accordingly. th e Secretary has 
determined that this final ru le does not 
contain poliCies that have federalism 
implications or that preempt state la\,,'. 

Paperwork Reduction Act of 1995 

This final rule modifi es 42 CFR 8.120) 
by reduci ng regulatory dispensing 
requirements for buprenorphine and 
buprenorphine combination products 
that may be used in SAMHSA-certified 
opioid treatment programs. The final 
rule establishes no new reporting or 
recordkeeping requirements beyond 
those discussed in th e January 17, 2001 , 
Final Rule (66 FR 4076 at 4088). On 
March 7,2010, the Office of 
Management and Budget approved the 
informati on coll ection requirements of 
the fi nal Rule under control number 
0930-0206. 

Privacy Act 

SAMHSA has determined that the 
Opioid Trea tm ent Waiver Notification 
System (OTWNS) constitutes a system 
of records under the Pri vacy Ac t. The 
Federal Register notice announcing 
establish ment of the buprenorphine 
waiver notifi ca ti on system as a system 
of records was published on April 25. 
2002 (67 FR 20543, April 25, 2002). 
That system was aSSigned the 
identifi ca ti on number 09-30-0052 

Executive Order 13175: Consultation 
and Coordination With Indian Tribal 
Governments 

Executive Order 13175 (65 FR 67249, 
November 6, 2000) requires us to 
develop an accountable process to 
ensure "meaningful and timely input by 
tribal officials in the development of 
regu latory poliCies that have tribal 
imp licat ions." " Policies that have triba l 
implicat ions" as defined in the 
Executive Order. to include regulations 
that have "substantial direct effects on 
one or more Indian tribes, 0 11 the 
re lationship between the federal 
government a nd the Indian tribes. or on 
th e distribution of power and 
respons ibiliti es between the federal 
government and Indian tribes." 

This fina l rule does not have tribal 
implications. It \vill not have substantial 
d irect effects on tribal governments, on 
the relat ionship between the federa l 
government and Indian tribes, or on the 
distribution of power and 
responsibilities between the fed eral 
government and Indian tribes. as 
specified in Executive Order 13175. 

Dated: February 23, 2012. 

Pamela S. Hyde, 

Administrator, SAMHSA. 

Dated: March 8. 2012. 

Kath leen Sebelills. 

Secretary. 

Editori al Note: This document was 
received at the Office orlhe Federal Register 
on November 30. 2012. 

List of Subjects in 42 CFR Part 8 

Health profess ions, Levo-A lpha­
Acetyl-Methadol (LAAM), Methadone, 
Reporting and recordkeeping 
requirements. 

For the reasons set forth above. Part 
8 of Title 42 of the Code of Federal 
Regulations is amended as follows: 

PART 8-CERTIFICATION OF OPIOID 
TREATMENT PROGRAMS 

• 1. The authority citation for Part 8 
continues to read as fo ll ows: 

Authority: 21 U.S.C. 823; 4Z U.S.C. 
Z90bb-Za. Z90<la(d) . Z90dd-2. 300x-23. 
300x-27(a), 300y-11 . 

• 2. Section 8.12(i){3) is rev ised to read 
as fo ll ows: 

§ 8.12 Federal opioid treatment standards. 

* * * * 
(i) 11 11 11 

(3) Such determinations and the basis 
for such determinati ons consistent with 
th e cri teria outlined in paragraph (i){2) 
of this sec ti on shall be documented in 
th e pati ent 's medical record. If it is 
determined that a patient is responsible 
in handling opioid drugs, the 
dispensing restrictions set forth in 
paragraphs (i)(3)(i) through (vi) of this 
section apply. The dispensing 
restrictions set forth in paragraphs 
(i)(3)(i) through (vi) of this section do 
not apply to buprenorphine and 
buprenorphine products listed under 
paragraph (h)(2)(iii) of this section. 

* * * * * 
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