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Pharmacy Delivered Medication Assisted Treatment Service
I. STATEMENT OF NEED, RATIONAL, PURPOSE AND GOALS

Opioid overdose continues to be a significant public health concern in America. Misuse of prescription opioids (hydrocodone, morphine, hydromorphone, oxycodone, etc.) as well as illicit substances such as heroin have resulted in increased opioid-related poisoning deaths. Indian Country is not immune to this medical crisis. The 2013 National Survey on Drug Use and Health (NSDUH) survey suggests a health disparity regarding past year nonmedical use of pain relievers among persons aged 12 and older between person identifying as ‘not Hispanic American Indian or Alaska Native’ (7.8% vs. 4.8%)1. These data suggest increased use prevalence in our communities. Additionally, the CDC has reported an all- population doubling of drug overdose death between 1999 and 2013—with 51.8% related to pharmaceuticals (71% involving opioid analgesics and 31% involving benzodiazepines)1,2,3.
The INSERT NAME Community is experiencing similar trends. INSERT LOCAL TRENDS/DATA.

Background
Medication-assisted treatment (MAT) combines behavioral therapy and medications to treat individuals who have substance use disorders. Medications approved in the treatment of opioid use disorder include buprenorphine, methadone, and naltrexone. MAT has shown to be effective at reducing illicit drug use and overdose deaths, improving retention in treatment, and reducing HIV transmission. INSERT NAME currently offers MAT with buprenorphine or naltrexone.

Buprenorphine, a partial opioid agonist, was approved by the FDA in 2002 for the treatment of opioid use disorder. Per the “Drug Addiction Treatment Act” of 2000, buprenorphine can be prescribed outside the Narcotic Treatment Program (NTP) setting by physicians who complete a federally mandated 8-hour training, and who have subsequently received a special DEA waiver to prescribe buprenorphine for opioid replacement therapy. In 2016, the Comprehensive Addiction and Recovery Act (CARA) was passed, extending the privilege of prescribing buprenorphine in office-based settings to qualifying nurse practitioners (NPs) and physician assistants (PAs) who complete 24 hours of training.
Buprenorphine is commonly prescribed in sublingual formulations for opioid replacement. Formulations are composed of buprenorphine alone (in generic forms and under the brand name Subutex), or buprenorphine plus the opioid antagonist naloxone (in generic form and under the brand name Suboxone). The naloxone is not absorbed sublingually and the combination formulations decrease the risk of injection/diversion. The buprenorphine/naloxone combination product is the preferred formulation at INSERT NAME. Exceptions include the case of pregnancy or breastfeeding. Other exceptions will be addressed on a case by case basis. Since buprenorphine acts as a partial agonist as well as an antagonist at the opioid receptors, it may precipitate opioid withdrawal in the opioid dependent patient who has recently used opioid. A patient should not begin buprenorphine treatment if they have used a short-acting opioid such as heroin less than 12 hours before induction, or a long-acting opioid such as methadone less than 24 hours. Therefore, patients should only be induced on buprenorphine if they are showing objective signs of opioid withdrawal or they have been opioid-free for at least several days.

Long-acting Naltrexone is an opiate antagonist available as an extended-release injectable suspension. This medication is indicated for the prevention of relapse to either opioid or alcohol dependence in patients able to abstain from these substances for a period of time prior to initial administration. Naltrexone blocks the mu opioid receptor in order to reduce cravings in patients with history of alcohol or opioid dependence.

Some studies have shown that a monthly Naltrexone IM injection helps patients maintain complete abstinence through treatment for both alcohol and opioids. Long-acting Naltrexone is intended to be part of a comprehensive management program that includes psychosocial support.

Long-acting Naltrexone is contraindicated in patients receiving chronic opioid therapy for pain management. Attempts to overcome the opioid blockade may lead to fatal overdose. Patients must be opioid free for a minimum of 7-10 days or alcohol free for 3-5 days before initial injection. Naltrexone is contraindicated in acute hepatitis or liver failure. Its use in patients with active liver disease must be carefully considered in light of its potential hepatotoxic effects.

The intent of this protocol is to:
· Increase awareness of MAT medication options for opioid and/or alcohol dependent patients
· To initiate MAT medication therapy safely in carefully selected patients in order to help them achieve sobriety in conjunction with outpatient drug and alcohol treatment
· To improve care and quality of life for patients with substance use disorders
· The multidisciplinary collaboration between medical, behavioral health, and chemical health departments is critical for the safety and success of this treatment option

II. PATIENT ELIGIBILITY

To be eligible for MAT program, patients must:
· Have an active diagnosis of opioid or alcohol dependence disorder
· Not be intoxicated or be at risk for developing severe withdrawal symptoms at treatment initiation
· Medically cleared for alcohol withdrawal by medical provider (for patients with alcohol use disorder)

III. REFERRAL PROCESS

All referrals will be completed through the electronic health record (EHR) consult function. The pharmacist will review the referral and will notify the patient’s PCP of the patient’s acceptance or rejection into clinic using the consult action options in the patient’s medical record. The pharmacist will refer the patient back to their PCP if patient care will need to extend beyond this collaborative practice agreement (CPA), if the patient reaches their disease state goals, and/or the patient has reached completion of the recommended length of treatment. The patient will then be discharged from the clinic. The pharmacist will communicate either by EHR note or verbally if or when the patient is referred back to their primary care provider.

Patients must have an active referral from a INSERT NAME provider for pharmacist managed MAT medications. If the patient does not have a primary care provider and is self-seeking, medication assisted treatment, the pharmacist may request a referral to be place by the MOD (medical provider of the day) in order to expedite the prerequisites (labs, UDS, ROI, signed consent) to acceptance into the treatment program. The patient must establish with a primary care provider and this primary care provider will assume the referral once care is established.
· Patients must have a baseline urine drug screen and baseline lab assessment
· Signed release of information for medical, behavioral health, and chemical health records
· Signed MAT consent form

If the patient refuses to participate in pharmacist management or is non-compliant with the treatment plan the primary care provider or other medical provider will be consulted to determine if higher level of

care is needed for stabilization. It will be the medical provider’s clinical discretion whether the patient should continue on MAT medication.

IV. PROVIDER COMMUNICATION

Pharmacists will add the patient’s PCP as an additional signer to each EHR note encounter to communicate patient care plans.

MAT pharmacist clinicians will communicate by telephone or EHR to collaborate with the patient’s PCP anytime an issue or question in care arises.

V. PATIENT CARE CLINICAL ACTIVITIES AND SERVICES, PHARMACOTHERAPY AND THERAPEUTIC MANAGEMENT

This Collaborative Practice Agreement (CPA), in accordance to standards and/or clinical practice guidelines, allows the pharmacist to perform the following in managing medication assisted treatment for substance use disorder (SUD).
1. Medication management for SUD, withdrawal management and comorbid primary care diagnoses as indicated on the referral AND as permitted under the individually approved pharmacist clinical privileges;
2. Collaboration with other health care providers for management of new SUD diagnoses for patients;
3. Assessment and screenings of patients for SUD or other comorbid diagnoses;
4. Assisting patients in establishing care;
5. Executing therapeutic plans utilizing the most effective, safest, and most economical medication and health behavior treatments and interventions;
6. Prescribing medications to include: administration, initiation, continuation, discontinuation, monitoring, and altering therapy;
7. Ordering, result review and interpretation, and action on laboratory tests studies necessary to monitor, support, and modify the patient’s drug therapy;
8. Taking corrective action for identified medication-induced problems;
9. Conducting intensive patient education, health promotion, and self-efficacy screening and behavioral interventions to improve patient outcomes;
10. Coordinating specialty in-house consultation (i.e., dietician, social work, specialty provider, etc), as appropriate, to maximize positive drug therapy outcomes.

Documentation: Assessment and rationale for therapy changes will be documented in the electronic health record and will include a purpose of visit/diagnosis, patient education, vitals/screenings, assessment, care plan with treatment goals, follow-up plan, time of encounter, and appropriate billing codes.

Follow Up: Follow-up appointments will be scheduled according to clinical practice guidelines, relevant standards of care, and/or at the pharmacist or patient’s discretion. Method of communication (phone, face-to-face) will be at the discretion of the patient and pharmacist in accordance with the treatment plan.

Incarcerated patients: Supportive services and counseling will be coordinated as appropriate with INSERT NAME Chemical Health, INSERT NAME Comprehensive Health and INSERT NAME Indian Health Service. Incarcerated patients will receive naltrexone orally every day through established jail medication process. Long-acting naltrexone injection may be administered prior to release from jail at the INSERT NAME IHS Outpatient Clinic, if the patient opts to do so. Pharmacy MAT Service will provide

follow-up of the patient and assist with coordination of the treatment plan elements during and after release from jail.

Potential Emergent Situation Consults: The pharmacist will consult with the patient’s PCP or emergency department provider if patient presents with life-threatening or emergent symptoms. The patient will be escorted to the emergency department for further evaluation when recommended by consulting provider or pharmacist.

VI. PHARMACOTHERAPY AND THERAPEUTIC MANAGEMENT

The MAT pharmacist clinician will use the following as a guideline for pharmacotherapy and therapeutic management:

· The ASAM National Practice Guideline for the Treatment of Opioid Use Disorder – most current version.

VII. OUTCOMES

The following outcomes will be reported at least annually to the medical staff and/or P&T committee:

· Number of patients referred
· Number of visits
· Number of patients seen
· Average number of visits per patient
· Number of patients receiving naltrexone injections
· Number of naltrexone injections given
· Average number of injections per patient

VIII. CREDENTIALING AND PRIVILEGING QUALIFICATIONS

[bookmark: _GoBack]All pharmacists seeking to practice within the clinic will be required to be credentialed and privileged by the INSERT NAME Medical Staff.

IX. TRAINING AND ORIENTATION REQUIREMENTS

Pharmacists must complete orientation and/or training(s), as designed by the Pharmacy Director and/or Clinical Pharmacy Coordinator.

X. QUALITY ASSURANCE, PERFORMANCE IMPROVEMENT, AND ONGOING COMPETENCY

Quality assurance, performance improvement, and ongoing competency monitoring will involve Ongoing Professional Practice Evaluation (OPPE), Focused Professional Practice Evaluation (FPPE), peer reviews, and continuing education. Appropriate professional practice evaluations will be reported to the medical staff at least annually.
· Ongoing Professional Practice Evaluations (OPPE) and Focused Professional Practice Evaluations (FPPE) will be conducted in accordance with medical staff requirements.
· Each privileged pharmacist will be required to participate in recurrent peer reviews to assess individual pharmacist performance, practitioner competency, and to ensure patient safety. Peer reviews will be assigned, collected, and assessed by the Clinical Pharmacy Coordinator,

Pharmacy Director, or other designee. Peer review feedback will be provided to the pharmacist practitioner on a regular basis.
· Subject matter related continuing education will be required at the discretion of the Clinical pharmacy Coordinator, Pharmacy Director, or other designee.

XI. BUSINESS PLAN

Any patient visits meeting the requirements for insurance reimbursement will be billed through CPT, evaluation & management, or other codes.
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