Take-Home Restrictions
Question from Arlene Stanton, CSAT, 3/15/07:  How many States follow stricter restrictions on take-homes than those in CSAT guidelines?
Texas follows CSAT guidelines, no plans to be stricter. Calvin Holloway
Wisconson is a little more restrictive - there are very few instances where a month's supply is provided.

Michigan is much more stringent, but we also do many, many exceptions. Thank heavens for the Extranet. Marilyn Miller

In Nevada we follow the Federal Guidelines and do not have any plans to propose regulations for stricter protocols. 
 
Virginia follows CSAT guidelines without stricter protocols. 
Denise Clayborn

Massachusetts guidelines are currently more stringent, but we have allowed methadone clinics to waiver the State regs to be more in line with the Federal regs.  We are also currently in the process of drafting and promulgating new regulations and are interested in the answer to this question.  Hilary Jacobs

Illinois requires a separate State approval for all Monthly pickup requests.  Otherwise we follow the CSAT regulations. Richard

MN is applying none

Nebraska has no additional regs.

As of July 1, 2007, Oklahoma will not allow take homes in excess of two weeks 
Currently KY has stricter guidelines for take home medication than those suggested by the CSAT guidelines and has no intent of changing its requirements at this time.
As I see other states being more detailed in their answers, here is KY’s schedules for TH-Meds
-Entry phase-90-days- NO TH
-Phase 1-90-days-1 TH (per week)
-Phase 2-90 days-2 TH (per week)
-Phase 3-90 days- 2-2 day take home
-Phase 4- 90 days –must report to the clinic 2 days per week and may receive 1-3-day TH and 1-2-day TH
-after 1 year TX- infraction free- they may request 6 TH
-after 2 years TX- infraction free they may request 13 TH
-after 3 years TX- infraction free they may request 27 TH
-programs may request exceptions to this schedule.
 Mac Bell
 
Alaska follows CSAT guidelines on Take-Home Medication Procedures and has no current plans to further restrict Take-Homes. Viki Wells
Washington State parallels CSAT Guidelines for take-home medications.
Oregon follows CSAT guidelines or requests variances on a case by case basis.

Arkansas's guidelines are more stringent than CSAT's.
  Phil Hall
The District of Columbia does not impose any stricter requirements for take-homes and has no plans to do so. Dr. Charles Hall
Delaware follows the CSAT guidelines. Kim Lucas

At present, Indiana is not imposing more strict guidelines for take-home medication than the federal regulations. We are in the process of developing rules, however, which may do this. Louise Polansky, Addiction Services
California is more stringent than the federal guidlines for THs; however, California is proposing to align with the federal TH requirements and are developing regulations for State approval.  This change was proposed in part based on the up to 30 TH federal allowance. 
Vermont uses the Federal Guidelines. We felt those were developed in consultation with people across the country.  Curiously, we find that our programs tend to be somewhat more strict regarding take homes, but this may be a local phenomenon due to the difficulties we had a few years back to get Methadone approved.  Peter
New York State has regulations in place which are currently more stringent. We permit methadone clinics to request waivers of our regulations on a case by case basis. Similar to Massachusetts, we are in the midst of revising our existing regulations and have had numerous discussions around whether to adopt the Federal guidelines around take homes. We are very interested in the answer to this question and find the answers from other states who have already responded extremely helpful and look forward to hearing from the other states on this topic!
Regards, “B” 
Belinda Greenfield,

Glad to see this question since I tried to send out the same inquiry on Mon without success. Anyway, short answer for now is CT is more restrictive, allows individual exceptions and is in process of revising whole set of regs. Details will follow. Peter Rockholz  

Colorado is somewhat more restrictive and has recently placed some more safeguards in place regarding take homes. We may at some point even consider becoming more stringent.
Pennsylvania narcotic treatment regulations are considered to be more stringent than the CSAT regulations.  Thirty day take-home doses are not permitted in PA.  Regulations permit the following schedule if the patient is eligible for take-home privileges:
· After 3 months, attendance may be reduced to 3 times per week with no more than a 2 day supply of methadone at a time. 

· After 2 years, attendance may be reduced to 2 times per week with no more than a 3 day supply of methadone given at any one time. 

· After 3 years, 6-day supply of methadone may be given. 

· A 6-day is the maximum supply allowed by regulation.
Pennsylvania will consider and has granted exceptions to the length of treatment for patients who are doing well in treatment.  Via exception, a patient's schedule may be reduced to 2 times per week after 9 months of treatment, 6-day take-home schedule after 2 years and a 13 day take-home schedule after 3 years in treatment.  There are parameters for each increase in the take-home privileges covering areas such as drug-free except the methadone, stable home life, etc.
 Cheryl Williams

Utah is not applying more strict standards for takeouts.

Victoria Delheimer, LPC, LMFT

Rhode Island does have more stringent restrictions on take-homes than CSAT.  You are welcome to look at the corresponding regs. by looking at section 43 of our behavioral healthcare regs. at www.mhrh.ri.gov Becky Boss

Puerto Rico is currently more strict than federal guidelines. Maximum number of take homes is 14, and because of attendance requirements and negative urine toxicology screens required it may take a new client between 9-12 months to qualify for the first bottle of take home, if everything goes well from admission. Dr. Victor Torano
Hawaii follows the CSAT guidlines
Keith Kamita

NC has more restrictive rules and these were initiated by the OTP's themselves when the new federal regs first came out about 5-6 years ago. I have attached a copy of these rules. 
Bert Bennett

SECTION .3600 ‑ OUTPATIENT OPIOID TREATMENT

10a NCAC 27g .3601
SCOPE

(a)  An outpatient opioid treatment facility provides periodic services designed to offer the individual an opportunity to effect constructive changes in his lifestyle by using methadone or other medications approved for use in opioid treatment in conjunction with the provision of rehabilitation and medical services.

(b)  Methadone and other medications approved for use in opioid treatment are also tools in the detoxification and rehabilitation process of an opioid dependent individual.

(c)  For the purpose of detoxification, methadone and other medications approved for use in opioid treatment shall be administered in decreasing doses for a period not to exceed 180 days.

(d)  For individuals with a history of being physiologically addicted to an opioid drug for at least one year before admission to the service, methadone and other medications approved for use in opioid treatment may also be used in maintenance treatment.  In these cases, methadone and other medications approved for use in opioid treatment may be administered or dispensed in excess of 180 days and shall be administered in stable and clinically established dosage levels.

History Note:
Authority G.S. 122C‑26; 143B‑147; 21 C.F.R. Part 1300; 42 C.F.R. Part 8;

Eff. May 1, 1996;

Temporary Amendment Eff. December 3, 2001;

Amended Eff. April 1, 2003.

10a NCAC 27g .3602
DEFINITIONS

In addition to terms defined in G.S. 122C-3 and Rule .0103 of this Subchapter, the following definitions shall also apply:

(1)
"Capacity management system" is a computerized database, maintained at the Office of the North Carolina State Authority for governing treatment of opioid addiction with an opioid drug, which ensures timely notification of the State whenever a program reaches 90 percent of its capacity to treat intravenous drug users, and to make any excess treatment capacity available.  The requirement to have a capacity management system in 45 C.F.R. Part 96.126(a), the Substance Abuse Prevention and Treatment Block Grant, is incorporated by reference and includes all subsequent amendments and editions and may be obtained from the Substance Abuse Services Section of DMH/DD/SAS.  The computerized system shall ensure that a continuous updated record of all such reports is maintained and that excess capacity information shall be available to all other programs.

(2)
"Central registry" is a computerized patient database, maintained at the Office of the North Carolina State Authority for governing treatment of opioid addiction with an opioid drug.  The purpose of the database is to prevent multiple methadone treatment program enrollments; thereby lessening the possibility of methadone diversion for illicit use.

(3)
"Waiting list management system" is a component of the capacity management system whereby systematic reporting of treatment demand is maintained.  The data required for the waiting list management component of the capacity shall include a unique patient identifier for each intravenous drug user seeking treatment, the date initial treatment was requested, and the date the drug user was removed from the waiting list.  The waiting list management system requirement in 45 CFR 96.126(c) is incorporated by reference and includes subsequent amendments and editions of the referenced material.  It may be obtained from the Substance Abuse Services Section of DMH/DD/SAS.

(4)
"Methadone hydrochloride" (hereafter referred to as methadone) is a synthetic narcotic analgesic with multiple actions quantitatively similar to those of morphine, most prominent of which involves the central nervous system and organs composed of smooth muscle.  The principal actions of therapeutic value or analgesia and sedation are detoxification or temporary maintenance in narcotic addiction.  The methadone abstinence syndrome, although quantitatively similar to that of morphine differs in that the onset is slower, the course more prolonged, and the symptoms are less severe.

(5)
"Other medications approved for use in opioid treatment" are those medications approved by the Food and Drug Administration for use in opioid treatment and also approved for accepted medical uses under the North Carolina Controlled Substances Act.

(6)
"Program compliance for purposes of take-home eligibility" is determined by:

(a)
absence of recent drug abuse;

(b)
clinic attendance; 

(c)
absence of behavioral problems at the clinic; 

(d)
stability of the patient’s home environment and social relationships; 

(e)
length of time in comprehensive maintenance treatment; 

(f)
assurance that take-home medication can be safely stored within the patient's home; and 

(g)
evidence the rehabilitative benefit the patient derived from decreasing the frequency of clinic attendance outweighs the potential risks of diversion.

(7)
"Recent drug abuse for purposes of determining program compliance" is established by evidence of the misuse of either opioids, methadone, cocaine, barbiturates, amphetamines, delta-9-tetrahydrocannabinol (hereafter referred to as THC), benzodiazepines or alcohol documented in the results of two random drug tests conducted within the same 90-day period of continuous treatment.

(8)
"Counseling session in Outpatient Opioid Treatment" is a face-to-face or group discussion of issues related to and of progress toward a client’s treatment goals that is conducted by a person as specified in Rule .3603, Paragraph (a) of this Section.

History Note:
Authority G.S. 122C‑26; 143B‑147; 21 C.F.R. Part 1300; 42 C.F.R. Part 8;

Eff. May 1, 1996;

Temporary Amendment Eff. February 7, 2000;

Amended Eff. April 1, 2001;

Temporary Amendment Eff. December 3, 2001;

Amended Eff. April 1, 2003.

10a NCAC 27g .3603
STAFF

(a)  A minimum of one certified drug abuse counselor or certified substance abuse counselor to each 50 clients and increment thereof shall be on the staff of the facility. If the facility falls below this prescribed ratio, and is unable to employ an individual who is certified because of the unavailability of certified persons in the facility's hiring area, then it may employ an uncertified person, provided that this employee meets the certification requirements within a maximum of 26 months from the date of employment.

(b)  Each facility shall have at least one staff member on duty trained in the following areas:

(1)
drug abuse withdrawal symptoms; and

(2)
symptoms of secondary complications to drug addiction.

(c)  Each direct care staff member shall receive continuing education to include understanding of the following:

(1)
nature of addiction;

(2)
the withdrawal syndrome;

(3)
group and family therapy; and

(4)
infectious diseases including HIV, sexually transmitted diseases and TB.

(d)  Each facility shall have staff to provide or secure the following services:

(1)
individual, group or family therapy for each client;

(2)
educational counseling;

(3)
vocational counseling;

(4)
job development and placement;

(5)
money management;

(6)
nutrition education; and

(7)
referrals to supportive services including Alcoholics Anonymous, Narcotics Anonymous, legal counseling, vocational training and placement.

History Note:
Authority G.S. 122C‑26; 143B‑147; 21 C.F.R. Part 2 ' 291.505; 21 C.F.R. Part 1300;

Eff. May 1, 1996.

10a NCAC 27g .3604
OPERATIONS

(a)  Hours.  Each facility shall operate at least six days per week, 12 months per year. Daily, weekend and holiday medication dispensing hours shall be scheduled to meet the needs of the client.

(b)  Compliance with The Substance Abuse and Mental Health Services Administration (SAMHSA) or The Center for Substance Abuse Treatment (CSAT) Regulations.  Each facility shall be certified by a private non-profit entity or a State agency, that has been approved by the SAMHSA of the United State Department of Health and Human Services and shall be in compliance with all SAMHSA Opioid Drugs in Maintenance and Detoxification Treatment of Opioid Addiction regulations in 42 CFR Part 8, which are incorporated by reference to include subsequent amendments and editions.  These regulations are available from the CSAT, SAMHSA, Rockwall II, 5600 Fishers Lane, Rockville, Maryland 20857 at no cost.

(c)  Compliance With DEA Regulations.  Each facility shall be currently registered with the Federal Drug Enforcement Administration and shall be in compliance with all Drug Enforcement Administration regulations pertaining to opioid treatment programs codified in 21 C.F.R., Food and Drugs, Part 1300 to end, which are incorporated by reference to include subsequent amendments and editions.  These regulations are available from the United States Government Printing Office, Washington, D.C. 20402 at the published rate.

(d)  Compliance With State Authority Regulations.  Each facility shall be approved by the North Carolina State Authority for Opioid Treatment, DMH/DD/SAS, which is the person designated by the Secretary of Health and Human Services to exercise the responsibility and authority within the state for governing the treatment of addiction with an opioid drug, including program approval, for monitoring compliance with the regulations related to scope, staff, and operations, and for monitoring compliance with Section 1923 of P.L. 102-321.  The referenced material may be obtained from the Substance Abuse Services Section of DMH/DD/SAS.

(e)  The State Authority shall base program approval on the following criteria:

(1)
compliance with all state and federal law and regulations;

(2)
compliance with all applicable standards of practice;

(3)
program structure for successful service delivery; and

(4)
impact on the delivery of opioid treatment services in the applicable population.

(f)  Take-Home Eligibility.  Any client in comprehensive maintenance treatment who requests unsupervised or take-home use of methadone or other medications approved for treatment of opioid addiction must meet the specified requirements for time in continuous treatment.  The client must also meet all the requirements for continuous program compliance and must demonstrate such compliance during the specified time periods immediately preceding any level increase.  In addition, during the first year of continuous treatment a patient must attend a minimum of two counseling sessions per month.  After the first year and in all subsequent years of continuous treatment a patient must attend a minimum of one counseling session per month.

(1)
Levels of Eligibility are subject to the following conditions:

(A)
Level 1.  During the first 90 days of continuous treatment, the take-home supply is limited to a single dose each week and the client shall ingest all other doses under supervision at the clinic;

(B)
Level 2.  After a minimum of 90 days of continuous program compliance, a client may be granted for a maximum of three take-home doses and shall ingest all other doses under supervision at the clinic each week;

(C)
Level 3.  After 180 days of continuous treatment and a minimum of 90 days of continuous program compliance at level 2, a client may be granted for a maximum of four take-home doses and shall ingest all other doses under supervision at the clinic each week;

(D)
Level 4.  After 270 days of continuous treatment and a minimum of 90 days of continuous program compliance at level 3, a client may be granted for a maximum of five take-home doses and shall ingest all other doses under supervision at the clinic each week;

(E)
Level 5.  After 364 days of continuous treatment and a minimum of 180 days of continuous program compliance, a client may be granted for a maximum of six take-home doses and shall ingest at least one dose under supervision at the clinic each week;

(F)
Level 6.  After two years of continuous treatment and a minimum of one year of continuous program compliance at level 5, a client may be granted for a maximum of 13 take-home doses and shall ingest at least one dose under supervision at the clinic every 14 days; and

(G)
Level 7.  After four years of continuous treatment and a minimum of three years of continuous program compliance, a client may be granted for a maximum of 30 take-home doses and shall ingest at least one dose under supervision at the clinic every month.

(2)
Criteria for Reducing, Losing and Reinstatement of Take-Home Eligibility:

(A)
A client's take-home eligibility is reduced or suspended for evidence of recent drug abuse.  A client who tests positive on two drug screens within a 90-day period shall have an immediate reduction of eligibility by one level of eligibility;

(B)
A client who tests positive on three drug screens within the same 90-day period shall have all take-home eligibility suspended; and

(C)
The reinstatement of take-home eligibility shall be determined by each Outpatient Opioid Treatment Program.

(3)
Exceptions to Take-Home Eligibility:

(A)
A client in the first two years of continuous treatment who is unable to conform to the applicable mandatory schedule because of exceptional circumstances such as illness, personal or family crisis, travel or other hardship may be permitted a temporarily reduced schedule by the State authority, provided she or he is also found to be responsible in handling opioid drugs.  Except in instances involving a client with a verifiable physical disability, there is a maximum of 13 take-home doses allowable in any two-week period during the first two years of continuous treatment.

(B)
A client who is unable to conform to the applicable mandatory schedule because of a verifiable physical disability may be permitted additional take-home eligibility by the State authority.  Clients who are granted additional take-home eligibility due to a verifiable physical disability may be granted up to a maximum 30-day supply of take-home medication and shall make monthly clinic visits.  

(4)
Take‑Home Dosages For Holidays: Take‑home dosages of methadone or other medications approved for the treatment of opioid addiction shall be authorized by the facility physician on an individual client basis according to the following:

(A)
An additional one‑day supply of methadone or other medications approved for the treatment of opioid addiction may be dispensed to each eligible client (regardless of time in treatment) for each state holiday. 

(B)
No more than a three‑day supply of methadone or other medications approved for the treatment of opioid addiction may be dispensed to any eligible client because of holidays.  This restriction shall not apply to clients who are receiving take‑home medications at Level 4 or above.

(g)  Withdrawal From Medications For Use In Opioid Treatment.  The risks and benefits of withdrawal from methadone or other medications approved for use in opioid treatment shall be discussed with each client at the initiation of treatment and annually thereafter.

(h)  Random Testing.  Random testing for alcohol and other drugs shall be conducted on each active opioid treatment client with a minimum of one random drug test each month of continuous treatment.  Additionally, in two out of each three-month period of a client's continuous treatment episode, at least one random drug test will be observed by program staff.  Drug testing is to include at least the following:  opioids, methadone, cocaine, barbiturates, amphetamines, THC, benzodiazepines and alcohol.  Alcohol testing results can be gathered by either urinalysis, breathalyzer or other alternate scientifically valid method.

(i) Client Discharge Restrictions.  No client shall be discharged from the facility while physically dependent upon methadone or other medications approved for use in opioid treatment unless the client is provided the opportunity to detoxify from the drug.

(j)  Dual Enrollment Prevention.  All licensed outpatient opioid addiction treatment facilities which dispense Methadone, Levo-Alpha-Acetyl-Methadol (LAAM) or any other pharmacological agent approved by the Food and Drug Administration for the treatment of opioid addiction subsequent to November 1, 1998, are required to participate in a computerized Central Registry or ensure that clients are not dually enrolled by means of direct contact or a list exchange with all opioid treatment programs within at least a 75-mile radius of the admitting program.  Programs are also required to participate in a computerized Capacity Management and Waiting List Management System as established by the North Carolina State Authority for Opioid Treatment.

(k)  Diversion Control Plan.  Outpatient Addiction Opioid Treatment Programs in North Carolina are required to establish and maintain a diversion control plan as part of program operations and shall document the plan in their policies and procedures.  A diversion control plan shall include the following elements:

(1)
dual enrollment prevention measures that consist of client consents, and either program contacts, participation in the central registry or list exchanges;

(2)
call-in's for bottle checks, bottle returns or solid dosage form call-in's;

(3)
call-in's for drug testing;

(4)
drug testing results that include a review of the levels of methadone or other medications approved for the treatment of opioid addiction;

(5)
client attendance minimums; and

(6)
procedures to ensure that clients properly ingest medication.

History Note:
Authority G.S. 122C‑26; 143B‑147; 21 C.F.R. Part 1300; 42 C.F.R. Part 8;

Eff. May 1, 1996; 

Temporary Amendment Eff. February 7, 2000;

Amended Eff.  April 1, 2001; 

Temporary Amendment Eff. December 3, 2001;

Amended Eff. April 1, 2003.

Iowa’s take home rules “mirror” the federal regs.
Thanks;
Dean
 
Missouri follows CSAT guidelines as it relates to take-home privileges until Phase III. Most individuals in Phase III are engaged in treatment for a year before all criteria for one-week take-home doses are met, even though CSAT guidelines allow it as early as 271 days. Furthermore, few Phase V (more than 2 years in treatment) clients are receiving a month’s worth of take-home doses because of the risk associated with it.

MARK STRINGER

Arizona has regulations that are more restrictive than CSAT guidelines. Please refer to our website for details. Johnie S. Golden, RN
 

http://www.azdhs.gov/als/behavior/index.htm
 

New Jersey follows the CSAT guidelines, however, in collaboration with the NJ Opioid treatment providers, the sate developed Opioid  clinical guidelines. The medical section of this guideline addressed unsupervised dosing and take home medication and I have attached the page that addressed this issue. If you have any question on this document you can contact me at (609) 292-3326. Jude U. Iheoma, Ph.D.

Unsupervised Dosing

Policy:  Patients shall be allowed unsupervised dosing and decreasing frequency of program attendance when it is determined that they meet specific criteria that indicate that the rehabilitative benefits outweighs the risks of diversion, and are in accordance with the federal and state guidelines.

Procedure:

1. The multidisciplinary team shall assess patients for unsupervised medication based on the patient’s behavior while in treatment, the length of time in treatment, the patient’s request, and public health issues such as diversion, safe storage of medication and preventing overdoses.  The physician shall make the final decision.

2. The criteria for approving “take-home” medication are:

a. cessation of illicit drug use


b. regularity of program attendance

c. length of time and level of treatment in methadone/LAMM therapy (patient’s ability to responsibly self medicate).


d. absence of known recent criminal activity (especially drug dealing)


e. absence of serious behavioral problems


f. absence of abuse of drugs including excessive use of alcohol

g. other special needs of the patient, such as split dosing, physical health needs, pain treatment etc.

h. capacity to safely store”take-home” within the patient’s home

i. stability of the patient’s home environment and social relationships

j. patient’s work, school, or other daily life activity schedule

k. hardship experienced by the patient in traveling to and from the program.

3. Criteria for determining the number and quantity of “take-home” doses per week  shall include the following:
a. first 90 days of treatment – maximum of one unsupervised dose per week;

b. second 90 days of treatment – maximum of two unsupervised doses per week;

c. third 90 days of treatment – maximum of three unsupervised doses per week;


d. remainder of year one and year two – maximum of six unsupervised doses per week;

  
e. year three – a maximum of 30 unsupervised doses per month

4.  Take home medication schedules should be reviewed periodically, at least every 90 days and more frequently if indicated, and documented in the patients record.

5. One time or temporary (usually not to exceed three days) “take- home” medication may be approved for documented family or medical emergencies or other exceptional   circumstances.

.

6. Patients will be educated at Orientation about the importance of taking unsupervised medication only as prescribed, storing it in area of optimal safety, (preferably locked), and out of the reach and sight of children.

7. A clinician (nurse or counselor) will assess with the patient the home environment (children present, drug-using cohabitants, capability of locked storage) for safe keeping of medication.  In some cases, a home visit may be needed.

8. The counseling or nursing staff will review this information and reassess the safety of the home each time the frequency of take home medication is increased.

9. Safe storage practices for unsupervised medications will include the use of child-proof or child resistant containers labeled with:


a. The name, address and phone number of the program


b. The full name of the patient and the date of issue

c. The name, dose and number of doses of the medication.

d. The name of the prescribing physician, directions for use and a warning/caution statement.

10. A designated member of the multidisciplinary team will ensure that the patient has a secure container in which to carry unsupervised (take-home) medication from the treatment program to home and review precautionary measures stated above.

NH allows no unsupervised doses for the first 90 days of treatment.  Then, with required counseling participation, negative drug screens for illicit substances, and if all the CSAT criteria are met re: safety, patients may earn one unsupervised, AKA "take home" dose.

The second 90 days, a second take home dose may be approved; the third 90 days, a 3rd dose, and so on, up to 6 take home doses per week.  We have approved further exceptions for a small number of patients who are in compliance with all regulations, on a case by case basis, none of which have exceeded the CSAT guidelines.

There are no plans to change these administrative rules on the take home schedule.

Rosemary Shannon

To Arlene Stanton's question about restrictions on take-homes, Indiana utilizes the federal regulations at this time and does not place greater restrictions. Louise Polansky

 
