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Introduction

Purpose

The primary goal of thislethadoneMaintenance Treatment Servicé¥actice Directivefor
Community Pharmacies Prince Edward Islardbcument is to enhance the safety, consistency
and effectiveness of the methadomeaintenance services provided by pharmacists in Prince
Edward Island to opioid dependent individuals, contributing to improved patient and societal
outcomes. The focus of this standards document will be on Methadone Maintenance
Treatment (MMT) but will also discuss briefly the role of Buprenorphine.

These standards are intended to provide Island pharmacists with the processes for providing
methadone i the treatment of substance dependence (MMT services) in a safe and

effective manner that is compliant with the relevant legislation and consistent with best
practices. While methadone is also used in the treatment of chronic pain, these stand#rds wi
not address best practices in its provision for this indication except as appropriate when
highlighting best practices in providing methadone to treat both chronic pain and substance
dependence in the same patient.

It is recognized that there may be earexceptional situations, or extenuating circumstances, in
which some of the provisions of these standards may not be appropriate. In such situations,
where these standards are not followed, it is expected that the pharmacist will document the
rationale br the deviation. Such deviations will occur only in the interest of providing optimal
patient care.

Acknowledgment

These Practice Directivagere developed from best practice documents from other provincial
pharmacy regulatory authorities including Bsit Columbia, Alberta, Saskatchewan, Manitoba,
Ontario, New Brunswick, Nova Scotiewfoundland and Labrador; and from best practice
documents of the College of Physicians and Surgeons of Ontario, British Columbia and Nova

Scotia; aswellasfromthe C&lilE F2NJ | RRAOGA2Y YR aSydlt | St

al AyiaSyl yOS ¢ KSNI L& 3Ind éditian KTheNREICRKhawledyds thBsezA R S
documents thraighout the Practice Directives
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Support

While this document is specific to pharmacy practice, the Prince Edward Stledje of

Pharmacists (PEICRB O2 Ay AT S& { K| ( enke tdtifese NtNhdatds &illihave | RK S NJ
implications for the manner in which other health care professionals provide MMT to their

patients. As such, support of these standards by the other health care professionals involved in
providing MMT is essential for efféve collaboration towards optimal patient and societal

outcomes.

The PEIC&ppreciates the supponf the PEI College of Physicians and Surgkwrike PEICR a
Methadone Maintenancé&reatment Services: Practice Directif@sCommunity Pharmacies in

Prince Edward Island:
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Methadone Maintenance Treatment: Programs

Substance deperahce is a medical illness.idta chronic and relapsing disorder, not an acute
condition that can be rapidly cured by detoxification. The cost of this illme®etdependent
individual and to society is significant, including severe dedjfrthe individual's physicahd
psychological health, unemployment, family disruption, and criminal activities, such as
prostitution, vandalism, drug dealing, theft, etRelapsesre a common part of recove(NLPB
2007)

The main treatment optios for opioid dependece are abstinence based treatments and
opioid agonist therapy (also known as opiod substitution therapy) with methadone or
buprenorphine.

Abstinence Treatment

Abstinence based treatment may consist of medically supervised withdrawal from opioids,
followed by an inpatient or outpatient psychosocial treatment program, and/or 12 Step group
participation (AA, CA, NA). While abstinence based treatment is lessiedfdtan MMT,

patients may prefer a trial of abstinence before committing to kbeigm opiod agonist

therapy. (CPSO, 2011)

Opioid Agonist Therapy
Longacting opioids used in the treatment of opioid dependence include buprenorphine and
methadone.

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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Buprenorphine

Buprenorphiney' | t 2 E2y S 06{ dzo2E2ySt0 A& | &dzofAy3dzZ t LI
dose, relieves withdrawal symptoms and cravings for 24 hours or more. Because it has a ceiling
effect, buprenorphine appears to be safer in overdosmpared to methadoneHowever,

buprenorphine may also be somewhat less effective than methadone at retainirenfsain

treatment. (CPSO, 2011)

For any further information about training in buprenorphine, contact CAMH at (416858%
or www.camh.net

Methadone

Methadone is a long acting orally effective opioid. In the tneant of opioid dependence,

methadone is used as a substitute for heroin or other narcotics, eliminating withdrawal from

and reducing craving®fNJ 2 LJA2AR&a® aSiKIR2yS R2Sa y2i0 ySoOSa
blocks the euphoric effects of other opioids, so patients can focus on their rehabilitation

without the distraction of opioid withdrawal symptoms or the hindrance of the reinforcing

effectsof opioid euphoria. When used in the treatment of opioid dependence, a single oral

dose is effective for at least twenfpur hours. Therefore, once daily dosing is generally the

optimal dosing regimen for the treatment opioid withdrawal. (CPSO, 2011)

MMT is one component of a harm reduction approach for the health care of people addicted to
heroin and other opioids. Many people on methadone can return to work and maintain a
stabilized lifestyle. Eventual withdrawal from methadone is not necessarilgahkof the

treatment program, although some individuals may work with their treatment team to

decrease their dose and eventually stop usimgthadone. (CPBC, 2007)

More information on the pharmacokinetics and actions of methadone can be found in
AppendixA.

Methadone alone does not constitute effective treatment of opliadependency. Effective

MMT services should comprise the following components:

w an appropriate methadone dose
w routine medical care
w treatment forother substance dependence

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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counselling angupport mental health services
health promotion disease prevention and education
linkages to other communitpased services
outreach and advocacy

(CPSO, 2011)

€eee

Expected Role of the Pharmacist

Before beginning the provision of methadone maintenance sesyipharmacists need to
consider the activities they are expected to undertake and establish a plan of how to address
the associated time and physical space requirements.

The expected activities of pharmacists providing MMT include but are not limited to:

w methadone dispensing (including witnessed administration 7 days a week*)
Providing assistance with methadone dosing

Educating and counselling patients on the use of methadone

Patient monitoring and support

Thorough record keeping

Communicating progmss of treatment to the physician (i.e., mask/ lost doses, patient
behaviou, treatment plan changes etc.)

w Providing input to the physician or treatment team on authorization of carries, etc.

egeegeee

(*For stores that are notopen 7 days@S S {1 =~ 4SS | & dkkridsrn@idded
options.)

Just as it is required for the safe and effective care of patients with other clinical conditions, it is
essential that pharmacists providing MMT are competent in this clinical area, including an
understanding of:

i.  Substace dependence
ii.  Opioid abuse and opioid dependence
iii.  Opioid withdrawal and its management
iv.  Harm reduction treatment strategy
v. Methadone (i.e., chemistry, pharmacokinetics, pharmacology, therapeutics, etc.)
vi. Methadone maintenance therapy

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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vii.  Expected activitiesf the pharmacist providing MMT
viii.  Methadone dosing issues (including management of overdose, dosing in special and
emergency circumstances, etc.)
ix. Inter-professional collaboration (i.e., working with the treatment team)
x.  Pharmacy legislation, guetines andoractice directivepertaining to MMT service
xi.  Community support and referral resources

Pharmacy Hours

When a patient is prescribed daily witnessed ingestion of methadone, they should ideally

attend a pharmacy that is open every day of the week. Pharmaxiech are open only five or

six days each week will have to adjust their practices for patients for whorhiake

YSGKFR2YS OF NNE R2a4Sa O0APSd aOFNNRARS&asd0 Aa yzi

Options include:

w opening for one or two hours so patients can pigktheir daily dose

w co-ordinating weekend witnessed ingestion with another pharmacy and the prescribing
physician. In this situatiomommunication between the weekday dispensing
pharmacy and the weekend pharmacy shoutitcur, when appropriate to ensure
continuity of dosing.

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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Treatment of Substance Dependence vs. Treatment of Pain

For optimal effectiveness of MMT and to minimize risks to individual patients and the public, it
is important that established guidelines and standards are followed whengngvmethadone
to patients with subsaince dependence issuesgardless of the indication.

It is important that pharmacists are diligent in determining the true indicatiomfethadone
when it is prescribed and talappropriate steps to determine whethéne indication for the
methadone prescription is for the treatment of pain or for MMT. This may require
communicationwith the prescribing physician.

The analgesic effect of methadone does not last as long as its effect on suppression of opioid
withdrawal. As such, methadone typically needs to be administered every eight hours for pain
control. In contrast, once daily dosing is generally the optimal dosing regimé&mMdr. (CPSNS,
2006) (CPSO, 2011)

Use of Methadom to Treat Pain in MMT Patients

There maybe situations where a patient who is receiving methadone for the treatment of
substance dependence is subsequently prescribed methadone for the treatment of pain. In
these situations, the dosing regimen of the methadone will be consistent with that rejtore

pain control (i.e. divided doses, every eight hours). In these situations, neither the stated
indication nor the dosing regimen themselves are the sole determinants of how the methadone
should be provided to the patient.

** \When the dosing interval /medical history provides reasonable evidence that the patient
may be receiving methadone for pain, but may also have substance abuse issues, best
practice is to follow these standards for the provision of methadone to that patient to
enhance the safety ath effectiveness of the treatment for the patient, and to minimize ks

to the public. (CPSNS, 2006)

Example 1: A paéint who is strongly suspected tbave opioid substance abuse issues
presents with a prescription for methadone for pain, written similaota prescription for any
other narcotic (e.g. no witnessed ingestion specified, etc.)

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
10
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Example 2: A patient stabilized on methadone for substance dependence presents with a
prescriptionfor methadone written for pain.

In both these circumstances, methadorshould be provided in accordance withe
Methadone Maintenance TreatmenServicesPractice Directive$or Community Pharmacists
in PEI

When methadone is presdrsed strictly for pain controfto patients who do NOT &ve
substance dependence issues:

1 The pdient isnot required to drink doses in the pharmacy unless specifically noted
on the prescription.

A larger quantity than what would be provided for MMitaybe prescribel.

The methadone prescription may be written on a regulaygbian prescription and
not onthe MMT Prescriptiodfrorm(Appendix B

)l
)l

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,

2014
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Legal Issues

Physician Authorization

Physicians must have special authaimaissued by the Office @ontrdled Substances,
Health Canaddp prescribe methadone for maintenance therggmetoxification or analgesia.

Methadone Line (613) 9466139** or toll free at (866) 358453**
(Mon-Fri 7.30ar3.30pm Eastern Time)
Fax: (613) 952196
Email: exemption@hsc.gc.ca
(**accurate at date of printing)

Physicians who are authorized to prabe methadone foMMT are not automatically
authorized to prescribe methadone for palharmacists may call the federal Methadone Line
F2N) GSNAFAOFIGA2Y 2F | LKeaAOAlIyQa dziK2NRT FGA

Temporary Exemptions for Physicians of Institoialized Patients

Any licensed physician can obtain a temporary methadone prescribing exemption from Health
Canada in order to maintain continuity of care. The exemption can be applied for by,calling
emailingor faxing the Office of Controlled SubstancEsis circumstance may arise when a
patient is hospitalized or incarcerated.

The Office of Controlled Substances will typically grant the exemption the same day if contacted
during business hours, or the next business day if contacted after hours. avéime that the

exemption is being applied for after hours (evenings, weekends, holidays) the application
approvalshould not be reason for delaying methadone treatmerithe physician or

pharmeDA a0 2y G KS $56uldeavedl thy @évanddBniation Gh the voicemail

FG GKS 1062038 ydzYoSNX® ¢KS SESYLIiA2y Aa @QlIfAR 7T
hospital stay, whichever is shorter. If the patient is hospitalized for longer than 60 days, then a

new exemption is required.

The followng information is required when calling/faxing for the exemption:

w Name of person calling

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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t KEAAOAI YQa yI YS

t KEAAOAILIYyQa fAO0OSYyasS ydzyo SN

Name and address of the institon

Phone number where the physician can readily be reached

Patient name and gender

Indication for methadone (MMT or analgesia)

Methadone dose

Date methadone ordered to start in hospital

t K2yS ydzYoSN) 2F GKS AyadAddziaz2yQa LIKINXYIOe

geegeeeeeee

Pharmacy Registration

There is no special authorization required for pharmacists to order or dispeng@dme. Any
licensed pharmacist may order methadone from a wholesaler, providing they are not under a
notice from the Office of Controlled Substances prohibiting them from buying or dispensing
narcotics.

Pharmacies providing MMT services must notify masce Edwardsland College of
Pharmacists The Pharmacish-Charge will login to the PEI@Rbsite andcomplete the
registration online

Prescription Requirements

Methadone is a straight narcotic. All federal and provincial laws and regulationsghbt t@
straight narcotics apply to methadone. Verbal prescriptions or refills are not permitted. In PEI,
all methadone prescriptiongor MMT must be written on the Methadone Maintenance
Prescription Fa¥orm and faxedo the pharmacy (Appendix BIf the prescriber wishes to

make any changes to an existing MMT prescription, a new MMT prescription must be initiated
and faxed to the pharmacy.

If for some reason the treatment period of a prescription overlaps with that of a previously issued
prescription, istructions should be included on the new prescription to cancel the previous
prescription.

MMT prescriptions must include:
U Thenumber of doses of methadone to be provided

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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U Thedaily dose in mg
U The dispensingchedule including:
1. The dosing frequency
2. Which doses must be administered as supervised ingestions
3.2 KSGUKSNI aOF NNASaég INB LISNYAGGUSRT YR AT a

If this information is not included on the MMT prescription fax form, clarification with the
prescriber is required.

Consistent wth current best pratices the number of consecutive carry doses should be limited
to amaximum of siXsee pg. 20ake Home DosgsAnexception to this maximum can be
made for rasons including the following:

1. The patient is going on vacation to an awmlaere metadone is not readily available.

2. The patient has employment opportunities in an area where methadone is not readily
avalable.

3. Otherexceptional circumstances as agreed upon by the pharmacist and physician in
collaboration.

If the number of caries prescribed exceeds six consecutive doses, the pharmacist will contact
the physician and document the reason(s).

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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Methadone Maintenance Treatment: Pharmacy Services

The interactions a patient has with their health care providers have a signifiopact on the

LI GASYGQa adz00Saa Ay | aa¢ LINPINFYDP t KFNYIFOAA
interacting with the patient daily. This daily interaction affords a pharmacist the opportunity to
Y2YAG2NI I LI GASydQa LIN®RadNIG@ated probe®yandintake | O G dzi f

recommendations for changes to their care. Pharmacists who have a clear understanding of the
32Frfa 2F GKS LINPINFXYY>Z 2F GKSANI NRES 2y (GKS LI
providing optimal careansubstantia® O2 Yy i NAR o6 dzi S (G2 GKSANI LI GASYyG:

Pharmacistc Prescriber Collaboration

9FFSOGADS O02YYdzyAOIFGA2Y YR O2ffl 062N A2y 0Si
prescriber enables clinical decisions to be based on current, comprehensive patient

information. Therefore, pharmacists are encouraged to develop a solid workatgpreship

with the physiciangglinics who presdoe methadone for their patient{CPBC, 2007)

Pharmacists will contact the prescribing physician regarding concerns abouttiBeypa Q &
progress, including if thpatient:

exhibits unusuabehavior

has not picked up their daily dose

refuses all or a portion of their daily dose

isimpaired, intoxicated, or showing signs of withdrawal when they arrive at the
pharmacy.

1 any informaton or observed evidence of diversion of methadone

1
1
il
1

lff O2YYdzyAOIlFI GA2ya 6A0K GKS LIKeaAfAERBCYdzald oS
2007) (CPSO, 2011)

Initial Pharmacistc Patient Discussion

A patient enrolling in the methadone program will bauogdled in aprivate areain the
LIKF NXYI O S6KSNBE O2y@SNAEIFGA2Y OlFlyy2i 068 20SNKSI
privacy and confidentiality.

Thepatient shouldreceive an oentation to the pharmacy antle provided with the following
information about methadone:

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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1 Methadone is an opioid the patient will become physically dependent upon and if the
patient abruptly discontinues the medication, withdrawal symptoms will develop.

1 During the stabilization period, sedation and/or withdrawal sympsomay be present.
Driving anautomobileor operating machinery during the stabilization period of
methadone maintenance may be dangerous. Such dangers can also arise again during
dose adjustment or periods of instability.

9 lllicit drug or alcohol use witmethadone can be dangerous. The use of other
substances including prescribed or nprescribed medications while taking methadone
aK2dZ R 60S RAaOdzaaSR ¢gAGK (GKS LI GASyiQa LKe
may occur

1 For reasons of safety the nteidone dose may be withheld if the patient appears to be
sedated or intoxicatedMethadone Maintenance Treatment: Cautiohkethadone
Intoxication and Overdose pg. 37

1 Signs of methadone toxicity and of theetkto seek medical attention should they occur
(Appropriate Action for Administration Errocg\ppendixH ).

1 Because a single dose of methadone is effective for 24 hours, methadone patients
should attend the pharmacy at the same time every day, preferably in the morning to
receive their methadone. This will result in more consistent blood levels, fewer adverse
effects and allow patients to be monitored for signs of methadone toxiqiNLPB
2007)(CPSO 2011)

1 All mssed doses of methadone will be repexditto the physician. After twmissed
doses the patient will have to be reassessed by the physician before methadone is given
againtoensurethed- GASy 1 Qa R2aS Aa aoAftt ar¥So

1 It must be stressed by the pharmacist thiae average daily dose of methadone may
result in death if taken by a pson not dependent on an opioid.

1 Side effects from methadone maintenance can include constipation, sweating, fatigue,
decreased libido and weight gaifMethadone Maintenance TreatmenCautions
Adverse Effects pg. 35

1 Fertilityimproves with stabilization on methadone, so patients should consider this
factor during family planning.

1 The law of Canada places a duty on patients to inform any physidizey have
received a narcotic from another physician within the preceding thidy period;
otherwise the patient will have committed the offence of double doctoring.

1 Itis preferable that the patient receives methadone from only one pharmacy. Tsere
risk to the patient if methadone is split between pharmacies.

(NFLD, 2007)

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,
2014
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The patient will be given an opportunity to ask questions about methadone or any other
currently prescribed drug Relevant written information will be made available abdu t
pharmacy, includingdurs of operation. (NLPB, 2007)

A treatment agreement can help the pharmacist explain to their patients the goals of the
program, their responsibility as the pharmacist and the resploilities of the patient
(PharmacisPatient AgeementAppendixC). The pharmacist will review the treatment
agreement withthe patient andkeep a copy signed by both the pharmacist and patient in the
LI GASYGiQa NBO2NRO®

A pharmacistnay decideduringinitial consultation with the patient and in corignce with
the Code of Ethicshey do not wish to accept the patient in their MMT pragr. In such
situations, the pharmacist is expected to take reasonable si@psisure this seree is
LINE DA RSR | v Barelisk@ jedpirdizadS y (i Q a
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Methadone Mantenance Treatment: Dosing

Introduction

aSiKI R2YyS qife allbva jf t8 bekibsédfonce daily and is generally the optimal dosing
regimen for MMT.

Dosing of methadone must be undertaken carefully, individually titrating the optimal dose for

each @tient. An effective dose for one patient can be a lethal dose for anotitethadone

overdose cases resulting in death have been reported with single methadone doses as low as

40 mg in norolerant patientsa I y@ FIF OG0 2NB& A YLI O.tdxigdogey RA @A Rdzl
including their opioid tolerance, physiologic and metabolic res@oconcurrent drug therapy;

andY S (i K | RphafmSa@kKinetic activity. (CPSO, 2011)

Methadone reaches stegdstate in 5 to 7 days. Therefobdood levels of methadone continue
to rise for 5 to 7 days after starting therapy or increasing a dbsgicity or deathmay result
from increasing a dose before the full effect of the current dose is kndwdose that is barely
adequate on dayne can be toxic by day 3 to £PSO, 2011)

There is wide variability in plasma methadone levels among people prescribed the same dose.
There is no consensus regarding interpretation of blood levels in clinical practice.

Initial Dosing [ow and slow)

1 Patients are most at risk of death from MMT dhgithe initial stabilization period, due
largely to lack of consideration for methadone accumulation and overestimation of dose
required

f ANP&aa G2ftSNIyOS FTNRY 20KSNJ 2LIA2ARAa (2 YSOGKL
equivalency reference tables should not leed to cowert opioid intake to methadone

1 The range for the initial dose is usually between 10 mg to 30 mg per day for the first
three days. Those at higher risk for toxicity, such as thosevave been recently
abstinent the elderly, patients with repiratory or hepatic disease, and patients on
interacting drug therapyshould begin at the lower rangéCP®, 2011)

1 A single oral dose is effective for at lead hours. (CPSO, 2011)
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1 Dose adjustments during the stabilization period are typically irréimge of 5 mg to 15
mg increments, and only at the lower end of this range for those at higher risk for
toxicity, and should not be made more frequently tharegv3 to 5 days. (CPSO, 2011)

T ! LIFdASyGtdQa R2aS Aa (AGNI (Bi&nedizpfavilliigaddk S YAy
hour period free from withdrawal symptos with minimal adverse effects.

1 During dosage titratiofstabilization the patient is likely to crave their drug of choice as
methadone will likely wear off before their next dose.

1 There is naninimum or maximum dose of methadone to provide maintenance
treatment; however, the optimal dosage range for most patients is 68120 mg per
day. (CPSO, 2011)

1 Subtle effects of overmedication can include mild euphandextra energywhich
patientsmay perceive as falsely beimgél. When theseeffects wear offpatients may
seek unnecessary and possibly harhdose increases. (Payte 2002)

T t20SyaGAlf RNHzZZ Ay(iSNIOGA2ya akKz2dzZ R o6S Gl 1S
methadone dose. Given thatethadone is metabolized by the CYP450 system (primarily
CYP 3A4), physicians and pharmacists should be aware of the drugs that can inhibit or
AYRdzOS YSi{iKIFIR2ySQa YSGlroz2fAaYyYzr NBadzZ GAy3 A
respectively (Methadone Maintenance TreatmentaGtionsDrug Interactions pg. 38

1 Potential pharmacodynamic interactions can occur when drugs that have similar
pharmacologic profiles are combined with methadone. Examples include an increase in
CNS dpression and sedation when methadone is combined with alcohol and/or
benzodiazepines and an increased risk of constipation and urinary retention with the
use of anticholinergic medications such as dimenhydrinate.

w High methadonedoses havdeenassociatedvith QT interval prolongatior(Appendix H
Risk Factors for QTc Prolongation in Patients on Methadone pg. 49)

I LI GASYGQa 2LWGAYLFE R2a4S A& dzadzaftfte y24d | OKAS
methadone dose for a patient will:

w relieve all vithdrawal symptoms
w reduce opioid craving®r 24 hr
w block euphoria from opioid use
W not cause sedation or other significant side effe¢GPSO, 2011)
G¢2f SNFYyO0S¢ (2 YSGKIFIR2YyS &dzO0K GKFG | adlroAafal

methadone to oncegain achieve optimal effect rarely occurs and most people can be
maintained on the same optimal dose for years. (ACCA, 2007)
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In situations where a stabilized patient indicates that their dose is no longer adequately
GK2f RAYy3 GKSYé¢ s diddisedidk é&@dlokatoh bf yossibk BadzesRnclading:

1 Ingestion of other substances that accelerate methadone metabolism (e.g. chronic
alcohol, barbiturates, sedative hypnotics, etc.) or opioid antagonists (e.g. pentazocine,
butorphanol, nalbuphine, naiéxone).

1 Environmental stresses and other changes that increase the availability of illicit drugs
resulting in increased cravings
(Payte, 2005)

¢Fr1S 12YS 52a8Sa8 64/ I NNAS&a<o

The dispensing and administration of witnessed ingestion of methadone to patiargsbe

done on a daily basis until such time as the prescriber authorizes carry privileges.

The overarching considerations for granting carries are patient safety, public safety and risk of
diversion. (Isaac, 2004)

Based on certain criteria, carry pteges may be granted by physicians to stable patients in
2NRSNJ (2 AYLINR@S GKS ljdzZtAde 2F GKS LI GASYGQa

w Once a patient is assessed to be functionally stable on methadone not all doses may
have to be witnessed by a pharmacist, and the physiciag grant carries.
w The first dose of each dispensing of carries will be witnessed by the pharmacist.

The practice of dispensing continuous carries without witnessed ingestions is strongly
discouraged because:

It is inconsistent with current best practs

It places the patient at risk of overdose or toxicity.

It places the public at risk of diversion

Carries are not recommended during the first two to three months of treatment.
Carries are a progression of treatment. A decision to grant carries phtyscian
should ideally be made in consultation with other professionals involved, including
counselors and pharmacists. Therefore, it is important that pharmacists understand
the general criteria for carries.

= =4 -8 4 -9

Criteria for Carries
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1. Program participatio including:

a) Attendance at the pharmacy on schedule for their methadone dose;
b) Attendance at scheduled appointments with the physician, nurse or counselor; and
c) Compliance with the treatment agreement.

2. Demonstration of cognitive stability to assume respibility for the care and use of the
medication.

3. Use of drugs improves (as evidenced by acceptable urines for 3 months), either from
abstinence or nofharmful use of drugs (harm can be seen as a continuum and can result
from a single use or from long t@ruse of drugs).

4. Social integration via employment, school attendance, etélce responsibilities, and
volunteer work.

5. Patients with carries must be able to accept responsibility for the carried doses, which
includes proper security and use of the metione.

a) Patients with unstable living arrangements such as those living on the street or in
hostels without storage facilities may not be appropriate candidates to receive
carries. If the pharmacist is aware of such circumstances, they will notify the
physigan.

b) It is strongly recommended that patients bring a locked box with them in which to
place thedispensed carries. Patients sholle counselled to store the locked box
containing carries in the refrigerator.

Discontinuation of /Refusal to fill Carries

A pharmacist may refuse to fill a prescription for a carry if there is concern for the safety of the
patient, or the safety of others. This decision must be communicated to the physician.

Carries may be discontinued or decreased by the physician onmawst for one of many
possible reasons including:

T
T
1

T

the patient has failed to meet theetms of the treatment agreement.

the patient has a susitaed use of unauthorized drugs.

the patient has produced an unacceptable urine sample or has tampered with the
collection of the urine sample.

the patient has approached another methadone treated patient suggesting or proposing
to sell, buy or share any urine sampletamper with any urine sample.
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the patient has diverted, or permitted to be died any part of tle methadone.

the patient has approached another methadone treated patient suggesting or proposing
to sell, buy or share methadone.

1 the patient shove disruptivebehavior.

= =4
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Dosing in Special Circumstances: Divided Dosing
t NEBAONRAOSNE YIRRaASHEKFRIMNI §KSEamMRAE 26Ay 3 NBI azya
1. A small proportion of patients may metabolize methadone rapidly.

2. Spilt dosing is generally recommended in tlgrBnester of pregnancy in opiod dependent
womenand occasionally in the initiation phase of theiratment, after which the doses can be
combined into a single daily dose.

Dosing in Special Circumstances: Missed Doses

A clinically significant loss of this tolerance may occur with as little as three days without
methadone (CPSO, 2011)

All missed dosewill be:

1. reported to the physiciamndnoted onthelLJr G A Sy 4 Qa LINPFAL ST
2. noted on thePatients Daily Methadone Witnessed Ingestion and CarryApgendix D)
3. documented in the patients electronic record.

Patients who nss one dose:

1 Canbe administered theriginal prescribed dose provided theyeamot intoxicated.
(CPSO, 2011)

Patients who miss themethadone treatment for twaonsecutive doses:

1 must be reported to their physician
T oAff y20 0S RAALISYaSR TFTdzZNIHKSNJ A6 KIF R2yS gGA
1 should be reassessed byeih prescriber because the prescribddsemay carrya risk of
toxicity.
1 should have their dosdecreased to 50% of the current dose or 30(&PSO, 2011)

Methadone Maintenance Treatment ServiceBractice Directive$or Community Pharmacies,

2014
23



P RINGE EDWARD I SLAND
(" COLLEGE OF PHARMACISTS

Member organization of National Association of Pharmacy Regulatory Authorities (NAPRA)

After missing four or more days of methadone: (CPSO, 2011)

1 the body has eliminated the drug
f 6KS NBYIAYRSNI 2 Fpresdidion il becadhgeile® & O dzNNBy
1 the physician will be contacted, and the patient should be restarted at 30 mg or less

Patients who have missed doses may show withdrawal symptoms ingladusea, vomiting,
pupil dilation, tremor, runny nose, teary eyes, gotanps and sweatindf withdrawal is
suspected, contact the physicigilsaac 2004)

Dosing in Special Circumstances: Vomited Doses

Methadone is rapidly absorbed when given orallpnsuming methadone slowly in small sips
may decrease th risk of vomiting. (CPBC, 2007)

When a patient reports tht they have vomited their dose:

w The patiet should ontact the physician. Alternativgthe pharmacist may do so if ¢y
have witnessed th@ncidentand provide him or her witlas much information as
possible(time the dose was taken, timdg @omiting, etc.). (CPBC, 2007)

w Physicians can authorize replacement dosefaling aprescriptionto the pharmacy.
This authorizatiomust be referencedo the originalmethadoneprescription.

Note that, because it is difficult to completely empty the stomach by emesis, repeated dose
replacement can lead to overdose. The following guideline is offered should it be agreed that a
prescription for a replaageent dose be issued:

w emesis < 15 minutes after consumptigmeplace not more than 50% of the full dose
w emesis between 1530 minutes after consumptionreplace 25 to 50% of the dose.
w emesis> 30 minutes after consumptigmo replacement(CPSO, 2011)

Methadone Discontinuation
Methadone maintenance programs focus on maintaining patients on methadone for as long as
they continue to benefit from treatment. While some patients may wemnteduce their
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methadone doser stop using methadone entireljhese outcoma are not the exclusive
emphasiof most programs(Health Canada,dd?2)

Although achieving austained drugfree state is an optimal treatment goaiost individuals
who are dependent on opioids cannathieve this. Programs withlang-term mairtenance
philosophy have better retemn rates than programs with shortterm maintenance
philosophy. (Health Canada, 2002)

Patients may express an interest in tapering off methadone and leaving the program. The wish
to taper off methadone may be influead by several factors (Health Canada 2002):

T GKS LI GASyGQa dzyNBlIfAadAO SELISOGEGAZYE T2N
1 pressure from family and friends who may not recognize that recovery is gedomg

process
f 6KS LI GASYy(iQa asSyasS 2F adAamyl Ay oSAy3a | aa
1 their concern over the cost of the treatment
1 the inconvenience of regular attendance at appointments

Since the likelihood of relapse is high, patients should be advised that tapering off methadone
is an option, but that it is possible to continue ortnadone maintenance and lead a fulfilling
life. (Health Canada, 2002)

LF F LI GASHEHLISNENDE RNAYEAFI 2yte& | LRNIAZ2Y 2
recorded on the presgtion with a note of the estimatedose consumed. The phariiat

mustdiscuss the taper with the prescribing physician. This discussion provides a chance to work
together to determine a straggy for future prescribed doseSlower tapering has shown to be

more successful, with a maximum taper of 5 mg per week bsiggested(ACP, 2007CPBC,

2007)

The last part of the taper process is the most difficult, and therefore should be done slowly and
cautiously. Many patients can only tolerate decreases of 1 mg every one to two weeks at this
point. Abrupt discontinuatio is discouraged as withdrawal symptoms can be severe and long
lasting. (ACP, 2007)
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If the patient is insistent on discontinuing their methadone treatment, the patient should be
made aware of the consequences and risk of relapse to illicit drug use. @#mebers of the
KSFfGK OFNB GSIY &Kk?2dz decisiodandstftdspARE, S0R7) 2 F (G K S

Medication for the symptoms of withdrawal should be considered (clonidine, loperamide,
NSAIDs, dimenhydrinate), and coulisg onother appropriate resorces shoud be made
available. (ACP, 2007)

Methadone Maintenance Treatment: Preparation and Administration of Doses

It is the position of the PEIGIRat the public would be better served if pharmacists used a
commercially available 10mg/mL methadone sauatiwhen preparing indidual patient doses
because of:

1 enhanced patient safety (fewer steps to be potentially impacted by human error);

1 enhanced stability of commercial product;

1 general expectation that large volume production is undertaken under theirements
of federal legislation governing manufactugi

However, recognizing that pharmacists have the knowledge and skills to compound drugs, it is
permissible for pharmacists to prepararethadonestock solution from methadone powder
when theconcentration required is not available in@mmercially prepared product

In addition to the processes directed ingldocument, pharmacy compoundetkethadone
solutions will be prepared in compliance with standard compounding techniques described in
b! t wGuldéines to Pharmacy Compoundamgl adopted by the PEICP

PreparingStock Solution

1. All containers used in the preparation and storage of methadone solutions mustdaefar
methadone only and labked accordingly.

2. Calculations for the preparatiorf the compound must be completed by a pharmacist. It is
preferable ifthese calculations are verifiatsing an independent calculation performed by
another pharmacist or pharmacy staff member.

3. A compounding log must be retained to record the specificgohftions prepared, including
how much was prepared and who prepared the product (gethadone Stock Solution
Compounding LogppendixF). Noting the date of preparation and the ubg-date on the
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container assists dispensary staff in ensuring that atha@one is dispensed within a
reasonable amount of time.

4. Procedure

1 Weigh the correct amount of methadone powder to prepare a 10 mg/mL solution and
place it into a calibrated container.
*(Note: you must first calibrate the container wittkeaown volume ofvater, measured
in a scientifically approved graduated device. Mark the calibrated volume with a
permanent marker so you do not have to recalibrate the measuring device each time
you use it.)

5. Dissolve the methadone crystaisdistilled water to @0 mgimLconcentration The stock
solution must be stored in a light resistant bottle iretfridge, in a secure location.

6. The stock bottle must be CLEARLY LABELLED as to the:

a. drug

b. strength

C. preparation date

d. expiry date of 14 days from the dategreparation (under refrigeration)

e. unique batch number (as assigned and subsequently recorded in compounding log)
Fo FdzEAfAINE f1F10S8f oYSSLI wSFNAISNI GSR

7. All methadone solution must be stored in distinctive containers unlike those for water,
juice, etc.(accidental poisoning may occur if a solution of methadone is mistaken for
distilled water).

Individual Dose Preparation

1./ € OdzAf F GA2ya F2NJ GKS LINBLI NFrGA2y 2F (KS
is preferable if these calculationseachecked using an independent calculation performed
by another pharmacist or pharmacy staff member.

2. Procedure:

i.  Measure the anount of 10mg/mL methadonsolution required to obtain the
individual dose using an appropriately sized syringe.
ii.  Perform indepedent doublecheck of quantity of methadone in syringe.
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iii. Put measured stock solution in a child proof, amber, calibrated bottle.
iv.  Add sufficient quantity of Tang®** to bring the final volume of the dose to 100mL

3. The final dosage volume for each individuaseonust not be less than 100 ml, both for-on
site consumption and for take home carriesg. a dosage of 80 mg requires 8ml of a 10
mg/ml stock solution, then gs to 100ml with liquid Taphg®consistent volume enables
patients to more easily identify uméicipated changes in the taste of their solution [i.e. in
the event of an error]). This volume is sufficiently large to ensure the dose is not retained in
GKS Y2dziKe tFdASyda KI@S 0SSy (y2sy (2 adaOKSS
or divet it.

4. All individual patient doses wibe bottled separately in 100 namber, childproof bottles.
The dilute solutions are generally stable for at least one month in the fridge

5. When periodic auditing of unconsumed carry bottles is being consideredjgh of tamper
evident seals is recommended.

6. If individual patient doses are prepared in advance of being processed for disgethey
must be clearly labded with at least (1) strength and quantity of methadone€i
methadone 8 mg in 100 mL(R) prepared date/expiry date and {3nitialsof preparing
pharmacist (4) the unique batch number assigned if using a compounded stock solution.
These doses must be stored securely with the stability of the solution taken into
consideration when deciding whete store prepared doses.

7. All doses provided to the patient (i.e. by withessed ingestion or by witnessed ingestion +
carries) must be labelled in accordance with the provincial ledgetequirementsin
addition, the label of eachlledispensed doses mustclude tetotal dose of mg of
methadone contained in the bottle

8. Individual psient doses dispenseds carries must also be labelled with
U The date of ingestion of carries
¢ KS | dzE A Keep iNBefridetatérS f &
¢ KS | dzE A tKéep Ay Froth& 3 ff RNB v ¢
I y20FGA2Yy G5NARAY|1 SYUGANB O2yiSyida 2F oz2aG0f
i.  Methadone can be fatal when taken mdividuals for whom it is ngbrescribed
or,

ccoc
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ii.  The contents of this bottle may cause harm or toxicity if taken by someon
other than the person whose name appears on the prescription label

9. For securityand safetyreasons, it is recommended that tipgeparation ofmethadone
occursaway from the high traffic area in the dispensary.

**Note: Orange flavored Tang® is the preferred diluent because:

w it frustrates extraction of the methadone from solution
w itis consistent with the practice of the majority of MMT programs (a consistent product enables patie
to more easily identify uanticipated changes in the taste of their solution [i.e. in the event of an error])]

However, an exception to Tang can be made in special circumstances. When deemed appropriate by the
pharmacist, and in collaboration with the patient and the MMT tearterahtive diluents may used including:
DNJ LIS Y22f ! AR DNI LS /NRadlf [AIKGZI DNI LIS / NeBAa

Storage and Stability
Whenstoring individual doses of methadone pharmacists must consider the following:

1 The stability of commercially available methadone solution versus compounded
methadone solution,

1 Whether the individual dees have been diluted

1 The date the individual dose warepared.

Stock Solutions

An aqueous stock solution using distilled water has an expiry date of 14 days under
refrigeration.

An aqueous stock solution using bacteriostatic water is expected to have an expiry date of 30
days.
(NLPB, 2007)
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Individual Patient Doses

The following chart identifies the stability of methadone solutions according to the diluents
used and storage conditions:

Diluent Period of Stability Period of Stability

Room Temperature Refrigerated
20-25°C 50C

Grape Flavoured Koold® 17 days 55 days
Orange Flavoured Tang® 1ldays 49 days
LffSyQat ! LILI 9 9 days 47 days
Grape Flavoured Crystal Light 8 days 54 days
Grape Flavoured Crystal Light 29 days --

with 0.1% Sodium Benzoate

(Aug. 1994 Dispensing of Methadone for threatment of Opioid Dependence, Health Canada)
Administration of doses

The dispensing and administration of methadone to patients must be done on a daily,
witnessed ingestion basis until such time as the prescriber authorizes carry privileges.

Prior to disgnsing, the pharmacist must ensure that it is safe for the patient to ingest
methadone, including assessing whether or not the patient:

1 appears intoxicatedsgeSpecial Circumstancdsitoxicated Patientspg 3)

1 hastwo or moremissed doses (sdosingt Dosing in Special Situations: Missed
Dose, pg 20)

1 shows signs of withdrawal *(see exception belogggCautions; Withdrawal and
Methadone Underdoseyg J).

1 exhibits significant changes in appearance and behaviour

In such situationthe dose must be withheld until the physician is contac@gioid
withdrawal, while uncomfortable, is not life threatenin@put methadone toxicity can be fatal.
(Isaac, 2004)
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