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I. PURPOSE: To establish policies and procedures for the safe and effective use of medication.

II. APPLICATION: The policies and procedures stated herein apply to all Community Mental Health for Central Michigan programs, contract agencies.

III. REFERENCES:
A. The Joint Commission Standards 
B. Michigan Department of Health and Human Services Administrative Rules
C. Act 258, Public Acts of 1974, as amended, 330.1718, 330.1719
D. PA 368 of 1978 as amended.
E. Act 314, Public Acts of 2014 SB 857.
F. Act 176, Public Acts of 2022 HB 5166. 
G. The Federal Controlled Substance Act (CSA)
H. Title II of the Comprehensive Drug Abuse and Control Act of 1970
I. The Medicaid Managed Specialty Supports and Services Concurrent 1915(i)/(c) 1115 Waiver Program(s), the 1115 Healthy Michigan Plan and Substance Use Disorder Community Grant Programs Agreement with Mid-State Health Network

IV. DEFINITIONS:
A. ADMINISTER			To give the medication by injection, inhalation, derma-patch, 
 suppository or orally to the consumer.

B. CASE HOLDER			Staff person responsible for assuring assessment, the Person-Centered 
				Plan, monitoring, etc., occurs according to agency policy and 
				procedures.

C. CENTER				Office location for services offered directly by Community Mental 
				Health for Central Michigan.

D. CONTROLLED SUBSTANCES	Drugs and other substances that are considered controlled substances 
				under the Controlled Substances Act (CSA). Controlled Substances are 
				divided into five schedules. An updated and complete list of the 
				schedules is published annually in the Title 21 Code of Federal 
				Regulations (C.F.R.) 1308.11 through 1308.15. Substances are placed in 
				their respective schedules based on whether they have a currently 
				accepted medical use in treatment in the United States, their relative 
				abuse potential, and likelihood of causing dependence when abused. 
				Some examples of the drugs in each schedule are listed in Appendix A.

E. D.A.W.				Dispense as written.

F. DELEGATION			The written authorization to a health professional by a supervising
physician to complete the act, task, or function of ordering, receipt, and 
dispensing prescription drugs.

G. DISPENSE				To transfer medication from one container to another for someone else 
				to administer or take it.

H. DISTRIBUTE			To give psychiatric provider ordered medication to a person in its 
				original container dispensed by the pharmacist or supplied by the drug 
				representative.

I. HIGH ALERT MEDICATIONS	Psychotropic medications that have higher than usual risks of 
				complication or the potential for more serious risks and require 
				additional efforts in monitoring or management. These medications 
				may include those that need special blood monitoring, have established 
				teratogenic effects, or have the potential for additional physical burden 
				due to their use.

J. MEDICATION ERROR		A discrepancy between the medication therapy the individual receives 
				and the medication therapy the psychiatric provider intended the 
				individual to receive. This includes:
a. Administering the wrong medication or dosage:; or distributing the wrong medication sample or dosage.
b. Charting medications as having been administered or distributed when this is not the case.
c. Giving a consumer a medication not ordered for him/her.
d. Willfully disregarding or changing a psychiatric provider’s order.
e. Giving a medication outside of the time frame (30 minutes plus or minus).
f. Administering medication by the wrong route.
g. Administering medication but not documenting.
h. Failing to administer ordered medication.
i. Removal of medication for private use.

K. PSYCHIATRIC PROVIDER		MD, DO, Nurse Practitioner or Physician Assistant.

L. PSYCHOTROPIC 			A medication given for the treatment of diagnosed psychiatric disorders. 
MEDICATION			For the purpose of this guideline the following medication categories 
					are considered psychotropic medications:
1. Antipsychotic agents.
2. Antidepressants.
3. Lithium.
4. Anti-seizure agents used as mood stabilizers.
5. Anti-anxiety agents including benzodiazepines, buspirone, hydroxyzine, beta blockers.
6. Sedative/hypnotic agents.
7. Stimulant and other medications to treat ADHD including atomoxetine and alpha2 agonists.
8. Medications used for treatment of substance use disorders.
9. Medications used for treatment of Dementias.
10. Other medications when used for specific psychiatric disorders.

M. PRN				As needed.

N. SERIOUS ADVERSE 		An adverse medication reaction or medication error which causes 
MEDICATION EVENT		sudden and clinically significant harm to the individual such that, if 
				untreated, major permanent loss of function or death could result.

V. 
POLICY: The agency shall establish safe procedures for the prescribing, procuring, storing, preparing, using, dispensing, distributing, retrieving and disposing of medications.

A. The agency shall maintain a plan which assures that:
1. The agency’s procedures regarding medications adhere to laws, regulations, licensure, and professional standards of practice.
2. The administration of medications conforms to the guidelines established by the Michigan Department of Health and Human Services.
3. Investigational medications are not used and clinical trials involving investigational medications are not conducted at the agency unless there is prior approval by the Board of Directors.
B. The following pharmaceutical plan describes how CMHCM establishes and maintains a pharmaceutical program that provides for the safe and effective use of medication.
1. A psychiatric provider licensed by Michigan Department of Licensing and Regulation, will prescribe all psychotropic medications.
2. The selection and prescription of medications are guided by established guidelines, including those published by the American Psychiatric Association. The reasons for deviating from established guidelines should be documented.
3. Informed consent is obtained for all psychotropic medications. These consents are to be renewed annually and whenever a dosage is increased above the range indicated on the original consent form.
4. Medication dosages are monitored by the psychiatric providers.
5. Medications are monitored continuously for their effectiveness, impact on current and future functioning and side effects.
6. The prescriptions of controlled substances are issued only for a legitimate medical purpose in the usual course of professional practice, in good faith, not purely for maintenance treatment, and pursuant to a physician-patient relationship. In addition:
a. Practitioners will monitor patients for evidence of abuse and diversion according to the standard of care in the State of Michigan and sound medical judgment.
b. Delegation of prescriptive authority shall require written authorization by the delegating physician.
c. Appropriate safeguards of prescription forms and blanks are effective.
d. All controlled substances shall be sent to the pharmacy through e-prescribing. In the event that e-prescribing is unavailable, a verbal order can be used for the controlled substance prescription after the Michigan Automated Prescription Service (MAPS) has been reviewed and if the verbal orders are allowed under Michigan State law. 
7. Distribution of sample medications conforms to PA 368 of 1978 as amended.
8. There are established procedures for the distribution of medications to consumers for home visits, outings, and discharge (see Procedure, Item J).
9. Procedures are in place for the control and storage of medication within the centers. Special procedures are in place for controlled substances.
10. There is a plan in place to retrieve recalled medication and to dispose of unused, outdated, and contaminated medication.
11. Procedures are in place to identify and monitor High Alert Medications.
12. Practice guidelines for use of medications for behavior are current, and if use is indicated, include required involvement of the Behavior Treatment Committee.


VI.	PROCEDURES:

A. Systems and Processes are in Place for the Safe and Effective Use of Medication:
1. Psychiatric providers who are licensed by the Michigan Department of Licensing and Regulation, who are credentialed by CMHCM, and who have a psychiatric provider/consumer relationship with an agency consumer may prescribe medications to that consumer.
2. CMHCM does not have an on-site pharmacy; therefore, ordered medications are dispensed from a community pharmacy or distributed through the use of samples supplied by drug representatives.
B. Informed Consent:
1. Psychotherapeutic medications shall not be administered to an individual unless the individual consents or the administration is necessary to prevent physical injury to the individual or others.
2. Informed consent will be obtained from the consumer, or parent/guardian, for each psychotherapeutic medications prescribed. The consent will include: name of medication, dosage range, class of medication, explanation of risks and benefits, major and common side effects, and explanation that consent can be withdrawn at any time. NOTE: The patient instruction sheet will be given to each consumer/guardian at the time they sign the medication consent (to assist in describing risks and major side effects). If a medication consent is missed, the consent and side effects sheet will be mailed with a return envelope. A note will also be put in the consumers file to document missing consent was mailed.
3. Consents are to be obtained by a physician, physician’s assistant, nurse practitioner or registered nurse. Prior to dispensing/administering there will be documentation of consents placed in the case record.
4. The assigned clinical staff will assure that the consumer/guardian receives information on specific food and medication interactions including but not limited to the adverse effects of alcohol and general substances of abuse with psychotherapeutic medications, importance of closely monitoring constipation with clozapine, the need to maintain adequate sodium and fluid levels when taking Lithium, a tyramine free diet with patients on monoamine oxidase (MAO) inhibitors and dietary considerations with Antabuse®. See 2.500.001A Monitoring Persons on Clozaril – Administrative Guideline. 
5. If the medication prescribed is a controlled substance, the psychiatric provider will review the Controlled Substance Agreement (See Appendix B) with the consumer. The consumer’s signature will be obtained by the psychiatric provider, or, if telepsychiatry, by the nurse following the appointment.
C. Safe Prescription and Selection of Agents:
1. Only psychiatric providers licensed by the Michigan Department of Licensing and Regulation prescribe medications. Prescriptions are to include consumers name, date, medication, dose, quantity, number of refills, DAW, if appropriate, and psychiatric provider signature.
2. Psychotherapeutic medications are to be prescribed only for those consumers who have demonstrated a need for psychotherapeutic medication treatment. Any medication prescribed must be documented in the consumer’s case record.
3. Prescribed medications must be completed by an order through the Electronic Health Record. The medication order must have the minimum required elements including: the name of the medication being prescribed, the medication dose, the route of medication, and medication frequency. For certain medications such as “as needed” (prn) medications (e.g. benzodiazepines) an indication for use is required to be entered on the medication order. All prescribing psychiatry providers are to be aware of precautions for ordering medications with lookalike or soundalike names. (Refer to Look Alike – Sound Alike Drugs Administrative Guideline {2.500.001C}.) 
4. If a consumer’s medication is changed between appointments, a consultation/clinic note will be entered to correspond to that change and include the rationale for that change.
5. Each psychiatric provider involved in the consumer’s care should be informed of all medications the person is receiving. The documentation must show evidence of an up-to-date listing of all the persons prescribed medications.
6. Established guidelines will be followed in selecting psychotherapeutic medications, including the guidelines published by the American Psychiatric Association. The reason for any clinically significant deviation from these guidelines should be documented.

7. The medication regimen is also to be individually determined by considering the consumer’s diagnosis, age, sex, height, weight, physical condition, comorbidities, concurrent illnesses, allergies, current medications, family history, past medication use, drug and alcohol use and abuse, food/drug interactions, relevant laboratory values, pregnancy and lactation status, and any previous adverse reactions to medications. See Appendix C – Medication Review Protocol.
8. A single psychotherapeutic medication, which offers the most effective treatment for the basic psychiatric disturbance exhibited by the consumer will be selected whenever possible.
9. Additional psychotherapeutic medications for associated symptoms of the primary disorder being treated, e.g., insomnia, anxiety, and so forth, for augmentation, or for additional therapeutic benefit will be used only when the primary psychotherapeutic medication is not fully effective. When two or more psychotherapeutic medications in the same class are used, the psychiatric provider will document the justification and the rationale for the concomitant use including documentation of past failed trials using single agents.
10. Administration of psychotherapeutic medications will be reviewed periodically as set forth in the consumer’s person-centered plan and based on the consumer’s clinical status by a psychiatric provider to determine the appropriateness of continued use. 
11. Dosage of Medication:
a. Medication dosages will be monitored at the lowest effective dose.
b. Medication dosages will be maintained as appropriate for the medication, the disorder being treated and the treatment plan. Efforts will be made to reduce or discontinue anti-psychotics and controlled substances once the underlying condition stabilizes unless otherwise recommended by the literature or clinically indicated.
12. Medication will not be used as punishment, for the convenience of staff, or as a substitute for other appropriate treatment.
13. Psychotherapeutic medications used to control behaviors need to comply with Appendix D, even in the presence of a psychiatric disorder. The Behavior Treatment Committee will review and approve or disapprove all program plans that involve the use of psychotherapeutic medications when they are applied strictly for behavior control purposes, and where the target behavior is not due to an active psychiatric process. Example include where the psychotherapeutic medications have been prescribed for unruly, aggressive or otherwise maladaptive behavior. If such medications are used in an emergency, the committee will review their application at its next meeting or sooner. It is the responsibility of the case holder to assure that such instances are brought to the committee’s attention.
14. All children and Intellectually/Developmentally Disabled consumers, even in the presence of a psychiatric disorder, should have at least a positive behavioral treatment plan or an Evidenced Based treatment plan documented in the clinical record to aid in allowing the lowest dose of psychotherapeutic medications is used.
15. Unless the consumer has a psychotic disorder, if a consumer is to receive maintenance antipsychotic medication for more than three months, the psychiatric provider will weigh the benefits of continued treatment against the risk of long-term use of antipsychotic agents. The psychiatric provider will then document the basis of the decision to either continue or discontinue the medication.
16. The rationale for the concomitant use of anticholinergic agents with antipsychotic agents will be documented in the clinical record. They will be utilized only when symptoms become manifested or if there is a high likelihood of occurrence. There will be periodic efforts to reduce/discontinue anticholinergic agents if symptoms are stable and when antipsychotic medication dose are reduced.
17. The consumer should be encouraged to fill all prescriptions at one pharmacy so “all” medications can be monitored for drug interactions and side effects at the pharmacy level. If a consumer uses more than one pharmacy, a complete list of all consumer medications should be shared with all reported pharmacies. (A release of information must be completed for the consumer’s pharmacy or laboratory, if sharing protected health information.)  
18. When PRN orders are written, the psychiatric provider will document the rationale for the PRN order. The written order will include the dose and route of administration. Orders will be specific as to the conditions and behaviors for which the PRN may be used. Each PRN order will delineate the number of doses that may be given within a 24-hour time period and the time limits between doses. The dosage for psychotherapeutic medications will not exceed the total daily cumulative dosage as designated. PRN orders for psychotherapeutic medications will be limited as to the prescribed period of time and only renewed with significant justification.
D. Monitoring Medication Effects:
1. Consumers will be checked and routinely monitored for the presence of any condition affecting treatment by the assigned clinical staff and these conditions will be reported to the psychiatric provider.
2. All psychotherapeutic medications are to be reviewed by the psychiatric provider or nurse at the discretion of the psychiatric provider at least every six months or more often at his or her discretion. The review is to address medical history, laboratory test results if appropriate, Tardive Dyskinesia assessment results, allergies, medication history, efficacy and side effects of prescribed medications.
3. The effects of medication on the consumer’s behavior and on the target symptoms will be recorded in the clinical record by the psychiatric provider, nurse, residential staff, and case holder.
4. All consumers who are on psychotherapeutic medications should have appropriate laboratory studies ordered by the psychiatric provider.
5. The psychiatric provider must review the laboratory results for any medication related problems or other medical concerns.
6. If serum levels exceed or are below the therapeutic range, the medical rationale for either continuing or modifying the medication regimen will be documented in the progress notes.
7. Consumers in need of medical care are to be assisted in obtaining such care by the psychiatric provider, the nursing staff, or the case holder, in collaboration with the consumer’s PHCP.
8. A clinical plan for assessing Tardive Dyskinesia for all consumers on antipsychotic medication (See Appendix E) will be done by the psychiatric provider or nurse at least every six months or more often if clinically indicated. The psychiatric provider or the nurse will document the presence or absence of Tardive Dyskinesia. The National Institute of Mental Health AIM scale is to be used. In those groups considered at risk of Tardive Dyskinesia (elderly, especially female) there will be periodic evaluations of the need for continuous use of antipsychotic agents. If the consumer is unable to be physically present when AIMS assessment is due the consumer needs to be asked whether they have experienced any abnormal movements in any of the body regions as indicated in the AIMS assessment and responses documented in a clinic note.  The consumer also needs to be scheduled for a face to face assessment as soon as possible.
9. Case holders and direct care staff who provide service to consumers on medication are to be familiar with possible side effects and toxic reactions so that they can assist in monitoring effects of the medication.
10. Consumers on medication and parent/guardians are to be advised of side effects and toxic reactions of medications to further monitor side effects. Serious adverse medication events must be reported to the consumer’s psychiatric provider immediately, who in turn is responsible for the further assessment and care of the consumer. In an emergency situation, the consumer should be taken to the local hospital emergency room and theirpsychiatric provider notified. Documentation is required in the case record, including how the reaction manifested. Other findings of medication errors and medication reactions must be reported to the nurse or case holder who in turn will follow up and do the required documentation. The staff member discovering the error must complete an incident report on that medication error.
11. High Alert Medications that are prescribed, for example: Clozapine, Zyprexa Relprevv, and atypical antipsychotics will be monitored and documented per Appendix F – High Alert Medication and Treatment.
E. Electroconvulsive Therapy (ECT):
1. ECT shall be prescribed only for psychiatric conditions which have been shown in the literature to be safe and effective, and only if one of the following is present:
a. Failure of adequate response with documented compliance to multiple treatment trials, or with the emergence of intolerable side effects.
b. Deterioration of the consumer’s condition such that there is a need for a rapid and definitive response.

2. A consumer being considered for ECT will undergo a medical and psychiatric evaluation to rule out the presence of any risk factors or conditions which would render ECT contraindicated.
3. Prior to ECT being prescribed:
a. The Consumer Care Team, which includes all CMHCM clinical staff who are providing treatment for the consumer (outpatient therapist, case manager, peer support, nursing staff and psychiatric provider), shall meet to discuss the full range of treatment options, including ECT. The summary of that discussion will be documented in a consult note in CIGMMO.
b. The psychiatric provider will meet with the Medical Director to discuss the case. Following the meeting, the Medical Director will respond to the consult note.
c. If the consumer is assigned to a Nurse Practitioner or Physician Assistant, the consumer will have a psychiatric evaluation by a psychiatrist for treatment recommendation. The psychiatrist, in addition to the NP or PA, will also meet with the Consumer Care Team and with the Medical Director, as above.
4. ECT shall be prescribed only after informed consent or, in the absence of consent, by order of a probate court, as specified in Chapter 7, Section 300, Electroconvulsive Therapy.
5. CMH is financially responsible to pay for ECT for consumers who are Medicaid eligible under the following circumstances per the Mental Health Code: 
a. The individual is 18 years of age or older and does not have a guardian.
b. If the individual is less than 18 years there is a parent, or guardian, who has legal and physical custody of the recipient, 
c. The individual is over 18 years of age and has a guardian with power to execute a consent to procedures described in this section.
d. The individual's designated representative, if a durable power of attorney or other advance directive, grants the representative authority to consent to procedures described in this section.
6. If a guardian consents to a procedure described in this section, the procedure shall not be initiated until two psychiatrists have examined the individual and documented in the electronic medical record their concurrence with the decision to administer the procedure.
7. If a parent or guardian of a minor consents to a procedure described in this section, the procedure shall not be initiated until two child and adolescent psychiatrists, neither of whom may be the treating psychiatrist, have examined the minor and documented in the minor's medical record their concurrence with the decision to administer the procedure.
8. A minor or an advocate designated by the minor may object to the administration of a procedure described in this section. The objection shall be made either orally or in writing to the probate court. The procedure shall not be initiated before a court hearing on the minor's or advocate's objection.
9. At least 72 hours, excluding Sundays or holidays, before the initiation of a procedure described in this section, a minor shall be informed that he or she has a right to object to the procedure.
10. If a procedure described in this section is considered advisable for an individual and an individual eligible to give consent for the procedure is not located after diligent effort, a probate court may, upon petition and after a hearing, consent to administration of the procedure in lieu of the individual eligible to give consent.
11. Upon approval of ECT and consumer’s consent, the case holder will complete an addendum to add ECT Authorizations to the Person-Centered Plan.
12. Case holders and psychiatric staff will coordinate with nursing staff to facilitate referral process to hospital which provides ECT and with which CMHCM has a contract for ECT services. The psychiatric provider will consult with the psychiatrist who will administer the ECT prior to the first treatment.
13. Consumer will be closely monitored for response and the emergence of side effects by the psychiatric provider. The psychiatric provider will remain in frequent contact with the psychiatrist administering the ECT.
F. Controlled Substance Prescriptions:
1. The Prescription of Controlled Substances Shall Comply with Appendix G. CMHCM’s procedures for the prescription of controlled substances.
2. New prescriptions for controlled substances:
a. Psychiatric Evaluation, or the applicable Medication Review Note, must document symptoms that meet criteria for a diagnosis for which a prescription for a controlled substance is indicated in prevailing literature.
b. Previous records should be obtained documenting a pre-existing diagnosis, including previous medical records, school records (if applicable) and previous neuropsychological evaluations.
c. Consumers must be evaluated for the potential of abuse and/or diversion and history must be obtained regarding any previous substance misuse.
d. All concomitant medications and substances of abuse must be recorded.
e. Labs should be ordered, if applicable, to ensure adequate medical evaluation and assessment of potential risks.
f. Drug screens with confirmation should be obtained in all except very limited circumstances, such as the prescription of small doses for a limited time of Schedule III-V medications, to determine any contraindication for prescribed controlled substances.
g. A MAPS report should be run.
h. Specific functional goals and objectives for which the controlled substance is being prescribed must be identified.
i. Controlled Substances should not be the primary treatment modality for any diagnosis. The psychiatric provider must discuss and document other treatment approaches that will be used to address specific symptoms.
j. The Controlled Substance Agreement (See Appendix B) is to be reviewed with the consumer and signed prior to prescribing a controlled substance.
3. Established consumers on long-term Controlled Substance prescriptions:
a. Consumers shall be continually monitored for concomitant prescriptions and for any use of substances of abuse.
b. The consumer shall be monitored for efficacy as it relates to functional goals and objectives. Consumers are not to be continued on controlled substances only because these medications have been prescribed in the past.
c. Level of adherence to all therapeutic modalities prescribed needs to be evaluated at each appointment and shall be taken into account prior to any dosage increase.
d. The consumer shall be evaluated for symptoms suggestive of emergency dependency, abuse or diversion at each appointment.
e. A MAPS report should be run at regular intervals.
f. The psychiatric provider should consider ordering a drug screen and a pill count in the following circumstances:
i. Requests for early prescription – for example, “going on vacation, emergency trip out of state, had to change pharmacies.”
ii. Report of lost or stolen scripts or med vials.
iii. Behavior suggestive of intoxication by illicit drugs.
iv. Request for refill on controlled substance not prescribed by CMHCM.
v. Request by person, other than consumer, for refill or to pick up prescription.
vi. Consumer cannot state directions as prescribed for taking medication.
vii. Consumer not permitted to speak with physician alone (other people won’t leave examining room).
viii. Consumer’s physical exam or history suggestive of misuse of controlled substance or illicit drug use.
ix. Clinic receives information from a pharmacy or other health care provider concerning consumer obtaining controlled substances from multiple physicians.
x. Consumer with no-shows for appointment should be asked to come to clinic for a Nurse Medication Review and to bring all prescription vials.
4. In summary: 
a. Remember that individuals with SPMI may be more susceptible to substance misuse and may be at greater risk to be targeted for diversion.
b. Benefits of prescribing Controlled Substances must significantly outweigh any potential risks. The assessment must be done at every visit. In general, benzodiazepines should not be prescribed to someone on opiates and should never be used with Methadone.
c. When prescribing PRN Controlled Substances, the reason for use must be clearly specified and reviewed at each visit to avoid use for emotional regulation. The number prescribed should be less than that of regular scheduled dosing and should be estimated by a discussion with the consumer.
d. All the principles are outlined in the Pharmaceutical Policy and Procedures are also applicable to prescribing of Controlled Substances.
G. Special Consideration for Consumers on Opiates:
1. Opiate Overdose and Serious Opioid-Induced Respiratory Depression (OIRD) have become a national epidemic. The Centers for Disease Control, the American Medical Association, the American Public Health Association and the World Health Organization, among many other organizations, recommend Opioid Overdose Risk Screening and the provision of Naloxone for high risk population. Those at high risk are not only individuals who use opiates illicitly, but also patients who are prescribed opiates for pain who are also prescribed certain antidepressants, any benzodiazepines, certain macrolide antibiotics or have a variety of chronic medical conditions including liver disease, COPD and sleep apnea, to name a few. Use after a period of voluntary or forced abstinence also increases risk.
2. Consumers who are prescribed opiates or who use it illicitly should be screened using the Risk Index for Overdose or Serious Opioid-Induced Respiratory Depression (RIOSORD) – (see Appendix H). Remember that other factors not included in the RIOSORD scale also place a consumer at risk for OIRD including certain antibiotic prescriptions, cardiovascular disease, heart failure and pancreatitis, as well as other substance use disorders including alcohol, cannabis, amphetamines, cocaine and hallucinogens.
3. The Current Opioid Misuse Measure (COMM) – (see Appendix I) can also help assess a consumer’s risk for OIRD.
4. The assessment of the risk, the discussion regarding the provision of Naloxone results as Opioid Risk Mitigation Option, the offer of a kit, the education of its use shall be documented in the clinical record.
5. The psychiatric providers, with the assistance of nursing staff, will assess their consumers who acknowledge being prescribed opiates, for the risk of OIRD and document as above. If clinically indicated, a Naloxone kit may be dispensed or a prescription may be written.
6. Naloxone kits are exempt from typical medication storage procedures.
7. Harm reduction vending machines may be offered at each county location as a harm reduction initiative and community outreach/engagement endeavor. The purpose is to provide members of the community with safe, non-judgmental, and convenient access to preventive and life-saving harm reduction tools. Each vending machine may include Naloxone kits or other harm reduction tools. These supplies are provided anonymously and without charge. Educational resources are available with a QR code located on the machine.
8. The vending machines will be stocked with Naloxone provided through MDHHS. The Nursing Administrator (or their designee) will monitor Naloxone inventory. 
H. Distribution of Sample Medications Conforms to PA 386 of 1978 as amended:
1. Samples brought into the facility are signed for by a psychiatric provider, entered into a logbook, and locked in a cabinet immediately.
2. Agency psychiatric providers are the only ones authorized to order the distribution of sample medications.
3. Once the agency psychiatric provider authorizes the dispensing of the sample medication, the psychiatric provider may delegate the distribution of the medication to the agency RN.
4. The distribution of samples is documented in the logbook indicating the consumer’s name, date, quantity distributed, lot number and expiration date of sample.
5. The distribution of samples is also documented in the consumer’s clinical record indicating date, prescription name, dosage and quantity distributed.
6. Samples are to be distributed in the original manufacturer’s packaging with a label or written document containing:
a. Name and address of the facility.
b. Psychiatric provider’s name.
c. Patient’s name.
d. Date distributed.
e. Directions for use.
f. Name, strength, and quantity of medication.
g. Expiration date of medication/lot number.
7. Samples distributed must be current.
8. No medications are to be removed from the agency clinics by any personnel except when nurses or case holders are delivery psychiatric provider prescribed medications in their original containers to consumers or another agency clinic.
9. Only sample medications provided by the pharmaceutical companies and the consumer’s own medication may be distributed.
10. Sample medications will be inventoried by nursing staff at least every six months. Monitoring quantities and expiration dates.
I. Distribution of Medications to Consumers for Home Visits, Outings, and Discharge:
1. Only medication in the original manufacturer’s packaging or in a prescription container from an outside pharmacy labeled in accordance with Michigan law may be distributed. An exception may be allowed when the consumer leaves the work site or home. This exception applies only when it is not physically possible to carry the medications in the original packaging.
2. Only medications authorized by a psychiatric provider are to be given at discharge or leave. Enough medication must be made available to ensure the recipient has an adequate supply until they can become established with another provider.
3. Medication that is given to consumers upon leave or discharge from agency service shall be authorized by the agency psychiatric provider and shall be in compliance with state rules and federal regulations pertaining to labeling and packaging.
4. If medication is to be prepared at the clinic for the person to self-administer for a specific amount of time, the designated staff observes while the consumer packages their weekly cassette, for self-administration. The medication cannot be packaged into the cassette before the consumer’s arrival. The medication will be identified and inspected when brought into the agency and upon distribution into cassettes. The designated staff documents this distribution, which includes the name of the medications in the cassette, in the case notes and in the controlled medication inventory if necessary. The med cassette will be labeled with CMHCM name, the office phone number, and date filled. 
J. Administration of Medication:
1. Medication will be administered only at the order of a psychiatric provider. This will be documented on the prescription order. Administered to the correct person by saying their name and they respond, and asking for their birth date, which is available in the record.
2. Medication prescribed for a consumer will be given to and used only for that consumer.
3. Allergies/sensitivities are noted on the medication record, health history form, and reviewed.
4. Medication will be administered from the original container. The medication will be checked for expiration date prior to administration, disposed of, if necessary. If preparation needs to occur prior to administration, the area will be clean and free of clutter. The medication to be prepared will be available with careful inspection for particulates or discoloration and disposed of if noted. Pills or capsules are intact without chips or cracks, if irregularities are noted, pill/capsule to be disposed of.
5. Medications that require refrigeration will be kept stored in a refrigerator dedicated for medications.  Temperatures for the refrigerator will be monitored daily.  An alert will be automated to notify staff if the temperatures fall above or below the required ranges for the medications stored. Any medications that are affected by temperatures outside of the required temperature range will be disposed of per the process outlined in section N. 1-6.
6. Medication will be administered on time, route and dose, following all training guidelines and procedures. All injections are administered using aseptic technique. 
7. Administration of all medication shall be recorded in the consumer’s clinical record.
8. If an individual cannot administer his or her own medication, the medications will be administered only by qualified and trained staff members.
9. In specialized residential settings, staff will receive CMHCM/MDHHS Curriculum medication training.
10. In other settings, staff will receive training specific to the needs of the individual consumers.
11. The agency’s psychiatric providers, nurse, or a CMHCM training staff will provide continuing education for the designated staff members on the use of psychotherapeutic medication treatment.
K. Control of Medication within the Centers:
1. Nurses, registered by Michigan State Board of Nursing, will monitor monthly to ensure proper storage, control, distribution and administration of the medications within each care center.
2. A nurse taking a phone or verbal order for medication must write down the complete order or enter it into a computer, then read it back, and receive confirmation from the individual who gave the order. Voice mail orders are not acceptable. When an order is not received directly, the nurse or pharmacist must call the psychiatric provider back to get the order directly, including a “read back.”
3. The psychiatric provider or the RN will call telephone orders for new and refill orders for medications directly to a pharmacy. The psychiatric provider should write the orders for new medication as soon as possible. Telephone orders for new medication and refills must be recorded in the consumer’s case record.
4. Medications ordered in the agency clinics are prescribed using the agency’s electronic prescribing program and electronically signed by the psychiatric provider. These orders will be legible and will not contain unacceptable symbols or dangerous abbreviations. If the name of the medication prescribed can be easily confused with another medication, the reason the medication is being prescribed will also be included.
a. A list of abbreviations, symbols, acronyms, and dose designations that are unacceptable because of their propensity for misinterpretation and error will be posted in medication preparation areas.
b. Only medication prescribed by a licensed psychiatric provider and samples provided by pharmaceutical companies will be stored in any agency medication storage location.
c. A copy of the prescription order is to be placed in the consumer’s case record.
d. All consumer medication brought into the agency clinics will be delivered immediately to an agency Registered Nurse to be logged in and immediately locked in a cabinet.
e. Orders for medication will be effective either for a specific number of days, or until the order is changed or terminated, as indicated by the psychiatric provider. Blanket reinstatement of previous orders for medication is not acceptable.
L. Storage and Inventory of Medication:
1. All medications are stored according to manufacturer’s recommendations.
2. All medications administered or distributed in agency programs will be kept in locked cabinets accessible only to the agency psychiatric providers and RNs; in agency residential facilities accessible only to trained direct care staff; and in contract work sites accessible only to designated staff members. In the event there is not an RN available at a clinic site, two staff may enter the “med room” to access the consumer’s medication held on site. One of the staff must be a supervisor that obtains access to the “med room.”  
3. The internal medications are to be stored in a separate locked cabinet from the external medications. [External medication (designed to be applied to the outside of the body) must be stored to provide separation from internal medication (designed to be swallowed or injected) to prevent cross contamination.]
4. Medication cabinets are to be kept locked except for when restocking, dispensing, distributing, counting, checking or disposing of medications.
5. Medication stored in the locked cabinet may include:
a. Medication for administering to the consumer with a current psychiatric provider’s order to do so.
b. Consumer medication brought to the facility for the purpose of repackaging by the consumer into weekly cassettes. Medications are brought in and stored in the original package, whether it is from the manufacturer or outside pharmacy.
c. Medication obtained from the medication manufacturers for the indigent programs.
d. Unused, discontinued, contaminated, expired, and recalled medication will be kept separate from all other medications. Health services staff will dispose of unused, discontinued, contaminated, expired, and recalled medication by the procedure outlined in Section N.
6. Storage of controlled substances conforms to law and standards of good practice.
a. A list of controlled substances will be maintained at each clinic.
b. All controlled substances will be counted when brought into the facility and counted each business day thereafter. Upon receipt of controlled substances, the amount received will be verified by two RNs or RN and supervisor.
c. All controlled medication will be double locked.
d. The assigned clinical staff will inspect and remove all expired medications at least monthly.
e. Controlled substance/medication counts will be periodically reconciled by someone independent of responsible staff. Controlled substances will be reconciled quarterly by an RN and supervisor.
7. A digital minimum/maximum thermometer with a built-in alarm shall be used to monitor the temperature of refrigerators used for the storage of medication. If the temperature falls outside the set monitored range, an alert will be triggered. If an alert is sounded on weekdays (Monday through Friday 8 a.m.-5 p.m.), a designated set of staff will take the appropriate steps to determine how long the refrigerator has been out of the designated range and report if the disposal of medications is required. If an alert is sounded during non-business hours, medication may be kept or disposed. Nursing staff will refer to medication guidelines for designated temperature ranges. Medication that falls outside of these recommendations will be disposed of as outlined in Section N. 
M. Recall of Medication:
1. Samples brought into the Agency are logged in with the lot number.
2. Documentation of medications distributed to consumers includes the lot number. 
3. In case of a recall, the clinic nurse will immediately notify the consumers who received the medications to return the medication to the clinic.
N. Disposal of Medication: Note: for the purposes of this procedure, the term “medication(s)” refers to both prescription medications and “over-the-counter” (non-prescription) medications. It includes all injectibles, oral medications, cream/topical medications including all medications in patch form. 

CMHCM does not retain or dispose of a patient’s medication(s) unless necessary due to immediate safety concerns.
1. Consumers should be highly encouraged to utilize resources such as medication take back programs, their prescribing pharmacy, and the police department when needing to dispose of their medications. (Every effort should be made not to collect consumer medications to give to any CMH staff for disposal.)
2. If/when a consumer needs to dispose of medication – CMH providers, nurses, medical assistants, clinicians and staff should:
a. encourage consumers to utilize the above resources (medication take back programs, the consumer’s prescribing pharmacy, and the police department); 
b. provide information to consumers on these resources; 
c. help the consumer to reduce obstacles for self-disposal of medications  (coordinating with supports (family, guardian), helping to arrange rides etc.) to assist with disposal. 
(Every effort should be made not to collect consumer medications to give to any CMH staff for disposal.)
3. If any medications (non CMH prescribed or CMH prescribed) need to be disposed of by health services staff:
a. All consumer-returned, discontinued, contaminated, expired, and recalled medications can be disposed of by returning them to the consumer’s prescribing pharmacy or the local police department.
i. Staff will complete the discontinued/expired Medication Disposal Form (CMHCM-371) for each medication. The form requires two staff to sign, one of whom must be an RN.
ii. The Disposal of Medication form (see appendix*) must be signed by an RN and witness. The completed form must then be placed in the binder located in the medication room.
iii. The Disposal of Medication form binders will be reviewed quarterly by the Nursing Administrator and Medical Director, and reported annually to the Executive Leadership Team.
iv. The nursing staff will keep medication in the original container; use permanent marker to make personal information unreadable.
v. Medication(s) may be taken to the local police station(s) or consumers’ prescribing pharmacy (if applicable). Medication(s) should be placed in the drop box provided by that organization.
b. For Long Acting Injectable Medications (either sample, contaminated, returned by consumer, expired or discontinued) nursing staff will dispose of the medication in the biohazard sharps containers that are placed in each health service area and complete the Disposal of Medication  form (appendix *) as outlined above.
4. All medications must be disposed of so that animals or humans cannot retrieve them.
5. Controlled substances must be disposed of by the RN (with a witness).
6. All multi-dose long acting injectable vials will be labeled with the discard date of 28 days after opening and disposed of as outlined above (N. 3. b.)

Date Approved: 8/27/02
Revised: 3/26/03, 1/09/04, 9/12/06, 11/25/08, 3/16/09, 5/11/10, 8/12/10, 7/26/11, 5/24/12, 7/12/12, 2/27/13, 3/26/13, 6/26/13, 2/13/14, 3/27/15, 11/24/15, 4/27/17, 12/20/18, 11/24/20, 7/19/21, 8/19/22, 3/16/23, 11/7/23, 5/30/24

APPENDIX A


Schedule II/IIN Controlled Substances (2/2N)

· Substances in this schedule have a high potential for abuse which may lead to severe psychological or physical dependence.
· Examples of Schedule II narcotics include: hydromorphone (Dilaudid®), methadone (Dolophine®), meperidine (Demerol®), oxycodone (OxyContin®, Percocet®), and fentanyl (Sublimaze®, Durgesic®). 
· Other Schedule II narcotics include: morphine, opium, codeine, and hydrocodone.
· Examples of Schedule IIN stimulants include: amphetamine (Dexedrine®, Adderall®), methamphetamines (Desoxyn®), and methylphenidate (Ritalin®).
· Other Schedule II substances include: amobarbital, glutethimide, and phenobarbital.

Schedule III/IIIN Controlled Substances (3/3N)

· Substances in this schedule have less potential for abuse than substances in Schedule I or II and abuse may lead to moderate or low physical dependence or high psychological dependence.
· Examples of Schedule III narcotics include: products containing not more than 90 milligrams of codeine per dose unit (Tylenol with Codeine®), and buprenorphine (Suboxone®).
· Examples of Schedule IIIN non-narcotics include: benzphetamine (Didrex®), phendimetrazine, ketamine, and anabolic steroids such as Depo®-Testosterone.

Schedule IV Controlled Substances

· Substances in this schedule have a low potential for abuse relative to substances in Schedule III.
· Examples of Schedule IV substances include: alprazolam (Xanax®), carisoprodol (Soma®), clonazepam (Klonopin®), clorazepate (Tranxene®), diazepam (Valium®), lorazepam (Ativan®), midazolam (Versed®), temazepam (Restoril®), and triazolam (Halcion®).

Schedule V Controlled Substances:

· Substances in this schedule have a low potential for abuse relative to substances listed in Schedule IV and consist primarily of preparations containing limited quantities of certain narcotics.
· Examples of Schedule V substances include: cough preparations containing not more than 200 milligrams of codeine per 100 milliliters or per 100 grams (Robitussin AC®, Phenergan with Codeine®), and ezogabine.



APPENDIX B

Community Mental Health for Central Michigan

INFORMATION ABOUT
CONTROLLED SUBSTANCE PRESCRIPTIONS

	Consumer Name:
	
	Case #:
	
	D.O.B.:
	

	
	
	
	
	
	

	Medication(s) prescribed: 
	



	You and your Psychiatric Provider have decided that a trial of 
	

	
	Medication Name

	is warranted to help you with these specific symptoms
	

	
	Describe Symptoms



	
	is characterized by the Food and Drug Administration as a Controlled 

	Medication Name
	

	Substance as it poses special risks to you and possibly to others should your medication become lost or stolen. Because of the increased risk, Controlled Substance prescriptions are closely monitored by the federal and state government and by your insurance company. Several federal and state laws that you need to be aware of also govern this type of medication. This form will help you understand some of the risks and laws about your new prescription. Be sure to ask your provider any additional questions you may have.



IMPORTANT INFORMATION ABOUT CONTROLLED SUBSTANCES PRESCRIPTIONS:

	1.
	Risks:

	
	A.
	Dependency: Dependency on a medication can either be physical or psychological. Individuals with a family history of substance abuse or dependency, those who have used drugs to deal with emotions and those with symptoms of anxiety or depression are at increased risk to develop medication dependency. The development of dependency is a serious complication and it is not under your control. It is very important that you are totally honest with your provider so that you can be closely monitored for any signs of dependency. Even taking a medication as prescribed can cause dependency. If you feel you are becoming dependent on your medications, please let your provider know.


	
	B.
	Interaction with other medications and substances of abuse: Controlled Substance medications are very strong and can have serious health complications or can cause you not to be able to think clearly placing you and others at risk when used with certain other medications or other substances. It is very important that you tell your provider all of the medications you take and substances that you use. Your provider may ask for a drug screen periodically to make sure that there is nothing in your system that could put your health at risk.


	2.
	Laws: Did you know that . . . 

	
	A.
	Under Michigan Law, it is unlawful for a person to “fraudulently obtain or attempt to obtain a controlled substance or a prescription for a controlled substance from a health care provider.”


	
	B.
	It is unlawful for someone to give, share or sell a controlled substance medication.


	
	C.
	It is unlawful to operate any vehicle while under the influence of a medication – as most controlled substance medications can affect how alert you are, this law especially applies to this class of medications.



AGREEMENT BETWEEN YOU AND YOUR PROVIDER

In order for you to receive the maximum benefit from your medication and in order to help protect your health, we ask that you indicate that you understand and agree to the following:

(Please initial after each section. Please make sure all your questions have been answered.)

I UNDERSTAND THAT:

	In order to prevent long term risks, the duration of treatment with this class of medication is often brief. Psychotherapy is a crucial part of my treatment.
	

	
	

	There may be side effects as discussed with me and as written on the medication information form. If I experience any side effects, I will discuss these with my provider. I know that I should not drive a vehicle or perform other tasks that may put me or others in danger. I am also aware that driving a vehicle under the influence of any medication, including prescription medications, is against the law in Michigan.
	

	
	

	Dependence can occur. Family or personal history of other drug or alcohol use can increase this risk. If I appear to be developing dependence to my medication, my provider may determine to end this trial.
	

	
	

	If I stop this medication, I must do it slowly otherwise I may experience withdrawal symptoms.
	


I AGREE:

	Not to take more medication than prescribed and not to take doses more frequently than prescribed.
	

	
	

	To keep the prescriptions/prescribed medication in a safe and secure place, and that lost, stolen, or damaged prescriptions/medications will not be replaced.
	

	
	

	Not to share, sell, or in any way provide my medication to any other person.
	

	

	

	To obtain prescription medication from one designated licensed pharmacist. I understand my doctor can check the pharmacy records at any time to confirm my compliance.
	

	
	

	Not to seek any controlled substance from ANY other provider without first discussing this with my CMHCM provider. If a situation arises in which I have no alternative but to obtain my necessary prescription from another provider, I will advise that provider of this agreement. I will then immediately advise my CMH provider that I obtained a prescription from another provider.
	

	
	

	To sign a Consent to Exchange Information with all health care providers as I understand that serious medication interaction can occur, and communication can increase my safety.
	

	
	

	That psychotherapy is an important part of the standard treatment for my symptoms and I will fully participate in any treatment recommended by my Provider.
	

	
	

	That timely refills are solely my responsibility.
(Please allow 3-4 days for processing refills. Early refills will not be granted.)
	

	
	

	To follow my providers’ recommendations, which may include random drug screening at any time.
	




TERMINATION OF THIS AGREEMENT:

	I understand that if I break any term of this agreement, or if my provider decides that this medication is hurting me more than helping me, this medication may be stopped. My provider will try to do this in such a manner to minimize withdrawal symptoms, but this may not be always possible.
	




OTHER TREATMENT OPTIONS:

	I understand that if I do not want to sign this Agreement for any reason, my Provider will discuss alternative medications and other treatment options to help decrease my symptoms.
	






__________________________________________	_________________________
	Consumer’s Signature						Date




____________________________________________________	_________________________
Provider/Physician’s Signature			Credentials				Date


CMHCM-89 (Revised 08/21/15)


APPENDIX C

Medication Review Protocol


1. To enhance the quality of the medication review and provide the psychiatric provider with current information, the CMHCM nurse will meet with each consumer prior to every medication review and obtain the following information from the consumer:
· height
· weight
· BMI
· vital signs to include blood pressure and pulse 
· blood glucose level, if indicated
· question if consumer smokes (how much) 
· pregnancy and lactation
· use of contraception
· review allergies/adverse reactions 
· pharmacy  
· current primary health care physician
· review of current non-CMH medications 

In the event the consumer does not meet with the CMHCM nurse prior to the medication review, they should meet with the nurse after the appointment with their psychiatric provider for review of above. 

2.	After visit:
· After every medication review the consumer/AFC staff and/or guardian will be instructed to return to the CMHCM nurse for follow-up instructions.
· The consumer/AFC staff and/or guardian will receive a copy of the current list of CMH medications with special instructions and discontinued medications, as applicable (special instructions/discontinued medications will be handwritten on the current list per psychiatric/nursing staff).
· If the AFC staff and/or guardian are not in attendance during the medication review, the CMHCM nurse will contact the AFC staff and/or guardian to give them the current list of medications, special instructions, and discontinued medications, as applicable. 

APPENDIX D


	From the MDHHS Technical Requirements for Behavior Treatment Committees:


	“Examples of intrusive techniques include the use of a medication or drug when it is used to manage, control, or extinguish an individual’s behavior or restrict the individual’s freedom of movement and is not a standard treatment or dosage for the individual’s condition.”  This will include individuals on multiple classes of medications, on medications that do not match the substantiated diagnoses, those on prn medications for behavior, and those on medications above the standard treatment dosage. Use of intrusive techniques as defined here requires the review and approval by the Committee.

Process for BTC Referral for Review:


	1.
	Notify BTC Chair and BTC Support Staff that you have an individual’s behavior and/or medication plan that needs to be reviewed by BTC. Meetings are held on the fourth Wednesday of each month and materials being submitted for review must be sent a week prior to the meeting date.


	2.
	Case holder completes the top half of the Behavior Treatment Committee Review form page 1 of Form 920, “Behavior Treatment Committee – Staff Report Form.” Page 2 will need to be filled out by the prescriber if you are asking for review based on medications per the above definition. Forms are on the Forms Page under “Behavior Treatment.”


	3.
	Send the completed Form 920 Behavior Treatment Committee Review form no later than the week before the scheduled meeting.  The form needs to indicate confirmation the individual is receiving a research based treatment that decreases problematic behaviors and improves skills.  If proof of research based treatment is not present:  1) The case holder will need to update the IPOS to include research based treatment designed to decrease problematic behaviors and increase skills, or 2) a Behavioral Assessment and Treatment Plan will need to be submitted to BTC for formal review.


	4.
	A BTC member is assigned as a primary reviewer and will report their review at the BTC meeting. The full committee will determine approval status and make any recommendations as appropriate.


	5.
	The case holder receives a copy of the BTC Review Form and is expected to follow up as indicated. If ongoing review is required, the date of the next review will be included on the form.


	6.
	All behavior documents (including your behavior plan consent and behavior plan) will need to be scanned into the Behavior Plan documents section in CIGMMO.




APPENDIX E


All Antipsychotic Medications
Require Periodic Assessment for
Tardive Dyskinesia (AIMS)

Examples of Antipsychotics include, but are not limited to:
Abilify
Clozaril
Fanapt
Geodon
Haldol
Invega
Latuda
Loxitane
Mellaril
Moban
Navane
Prolixin
Rexulti
Risperdal
Saphris
Serentil
Seroquel
Stelazine
Thorazine
Trilafon
Vraylar
Zyprexa
APPENDIX F
High Alert Medication and Treatment

Psychiatric providers, through Peer Review activities and/or regular supervision, will review on a continuing basis High Alert treatment issues.

Group I    	Clozapine, Zyprexa Relprevv
1. Clozapine – Nurses will review lab work for critical levels and alert psychiatric providers.
1. Zyprexa Relprevv – Nurses will initiate the injection monitor form in addition to following the protocol for Persons Receiving Zyprexa Relprevv.

Group II    	Medications with metabolic risks
1. A model for obtaining generally recommended screening labs for consumers with metabolic risks will be used by medical and nursing staff.
1. Nurses will track lab work through an approved monitoring system and will alert psychiatric providers for any variance in obtaining necessary lab work.
1. Nurses will track lab work to assure consumers receive lab work results in a timely manner.
1. Case Managers and key medical staff will coordinate with primary care to assure appropriate medical follow up for metabolic concerns.

Group III     	Medications requiring blood level monitoring, to include Lithium, Valproic Acid and 
Carbamazepine
1. Psychiatric providers will adhere to established guidelines for routine monitoring.
1. Nurses will track and alert psychiatric providers for any variance in obtaining necessary labs.
1. Nurses will review signs and symptoms of Lithium toxicity with consumers during every medical appointment.

Group IV    	Pregnancy risks to include Valproic Acid
1. Nurses will alert psychiatric providers of potential risks for women of childbearing age who are prescribed mood stabilizers, which may include Valproic Acid and Lithium.
1. Nurses will provide general information and warnings to all women of childbearing age of risks and concerns regarding psychiatric conditions, psychotropic medications and their potential risk during pregnancy.

Group V           	Naltrexone, Vivitrol, Revia
· Education regarding block of “high” feeling.
· Consumer should not have used narcotic medications within the past 7-10 days.
· Consumer should carry a card to let others know that they are taking this medication in case of emergency situations.

Group VI          	MAOI – Nardil, Parnate, Marplan
· Dietary/medication restrictions with list provided by nursing staff.
· The consumer will be educated regarding warning signs of a hypertensive reaction and appropriate response.
Protocol for Persons Receiving Zyprexa Relprevv


Zyprexa Relprevv is a High Alert medication.

Zyprexa Relprevv is a long-acting, injectable medication indicated for the treatment of schizophrenia. It is usually administered on an every two week or every four week basis.

Zyprexa Relprevv is a High Alert medication, due to risks for “Post-injection Delirium Sedation Syndrome” (PDSS). PDSS is a possible reaction which can occur with the medication injection, at the time of administration. It has been observed in a small number of people who have received this medication, and has been observed with other medications as well. Zyprexa Relprevv is a safe medication when used with proper monitoring and appropriate precautions. The consumer will be advised of the risks and benefits of Zyprexa Relprevv, including the risks of PDSS. 

PDSS is a potential complication of the medication injection, characterized by features of excess sedation and/or delirium which can occur within minutes to a few hours after injection. The FDA has determined that a 3 hour observation period following injection is indicated to assure safety of delivery of the medication. Clinical signs and symptoms of PDSS include dizziness, confusion, disorientation, slurred speech, altered gait, difficulty ambulating, weakness, agitation, extrapyramidal symptoms, hypertension, convulsions, and reduced level of consciousness ranging from mild sedation to coma. In PDSS events which have been documented, time after injection to event ranged from soon after injection to greater than 3 hours after injection. The risk of a PDSS occurrence is 0.1 % with each injection, and the risk is the same with each injection. 

Zyprexa Relprevv is available only through a restricted distribution program. For a consumer to receive treatment, the psychiatric provider, healthcare facility, consumer and pharmacy must all be enrolled in the Zyprexa Relprevv Patient Care Program. 

Prior to initiating treatment with Zyprexa Relprevv, tolerability to oral olanzapine must be established. An allergic reaction to oral olanzapine may be a contraindication for use of Zyprexa Relprevv.

Zyprexa Relprevv is pre-packaged with all components. The injection is prepared according to manufacturer’s directions. It is administered using a 19 gauge, 1.5 inch needle, which is included. It is intended for deep intramuscular gluteal injection only, using standard technique, and should not be administered intravenously or subcutaneously. Following insertion of the needle into the muscle, aspiration should be maintained for several seconds to ensure that no blood is drawn into the syringe. If any blood is aspirated into the syringe, the needle should be withdrawn (no medicine is injected). The syringe should be discarded and fresh drug should be prepared using a new convenience kit. The injection should be performed at a steady, continuous pressure. Do not massage the injection site after injection. 

After each administration, the consumer is monitored in the facility for three hours for signs of PDSS. Nursing staff responsible for monitoring the patient must watch the PDSS training video to be a trained observer. Monitoring means direct observation of the consumer by a trained registered nurse for the three hour monitoring period at the facility. Direct observation means that the consumer can be seen or heard at all times. The consumer is able to independently use the restroom. If the consumer is in the restroom longer than 10 minutes, the observer will knock on the door. If no answer the trained observer will enter the bathroom and call nursing staff for further assistance. More than one consumer receiving an injection may be monitored together as a group by a trained observer. The consumer may also be in any activities or groups in the Clinic, as long as a trained observer is present. 

If PDSS is suspected, nursing will assess and 911 will be called for EMS response. EMS will be notified that the consumer has received a Zyprexa Relprevv injection and is experiencing a probable olanzapine (Zyprexa) overexposure due to the injection. The consumer will be transported to the nearest hospital for further evaluation. The hospital Emergency Room staff will also be notified by nursing of the possible event, and any other pertinent medical information will be provided to the hospital. 

Any suspected PDSS event will be reported to the Zyprexa Relprevv Patient Care Program (877-772-9390) within 24 hours. Nursing/trained observer will also complete CMHCM Safety, Health and Environment Incident Report (#743). All injections are documented on manufacturer’s forms and submitted to the Patient Care Program within 7 days of administration. 

After the three hour, clinic observation period, nursing will clear the consumer who can then depart. The nurse will confirm that the consumer is alert, oriented and without signs of PDSS. The consumer is cautioned that for the remainder of the day (on the day of injection) he or she should not drive or use heavy machinery. The consumer and caregivers are advised that for the remainder of the day they should be vigilant for signs of PDSS and to seek medical assistance, if needed. Upon leaving the clinic, the consumer is to be accompanied to their next destination (independent use of public transportation is not acceptable). 

It is noted that in regards to PDSS events which have been documented, only supportive care was required. Consumers were typically admitted to the hospital for observation. Consumers recovered and were discharged from hospital care within 3 days of the event. There have been no deaths reported, relating to PDSS. There have been no significant medical complications reported after recovery from an event. The majority of consumers who experienced a PDSS event continued on the Relprevv injection. A PDSS event is not a contraindication for continued use of Zyprexa Relprevv.

This administration and monitoring protocol for Zyprexa Relprevv is applicable for every injection. 

APPENDIX G

Statutory Background for the Prescription of Controlled Substances

Preamble: The Federal Control Substance Act (CSA), Title II of the Comprehensive Drug Abuse and Control Act of 1970, and the Michigan Public Health Code Act 368 of 1978 regulate the prescription of Controlled Substances. Federal and state laws specify that the prescription of Controlled Substances must be issued only for a legitimate medical purpose. In addition, various laws and regulations charge practitioners with the duty to monitor patients for evidence of abuse and diversion. Several federal and state bodies are responsible for enforcement, including state and local law enforcement, State Medical and Osteopathic Boards, Federal Health Care Fraud Prevention and Enforcement Action Team (“HEAT”), DEA, DHHS Office of Inspector General (“OIG”), the Department of Justice (“DOJ”) and the FBI.

	Below are examples of Applicable Federal and Michigan Laws and Regulations that guide CMHCM’s Controlled Substances Procedures.


	
	1.
	General Requirements of Controlled Substance Prescriptions:


	
	
	a.
	The Prescription for Controlled Substance must be issued for legitimate medical purpose:

A prescription for a controlled substance to be effective must be issued for a legitimate medical purpose by an individual practitioner acting in the usual course of his professional practice. The responsibility for the proper prescribing of controlled substances is upon the prescribing practitioner. An order purporting to be a prescription issued not in the usual course of professional treatment is not a prescription within the meaning and intent of section 309 of the Act (21USC 829) and the person issuing it shall be subject to the penalties provided for violations of the provisions of law relating to controlled substances. Title 21 CFR §1306.4(a).


	
	
	b.
	In the usual course of professional practice:

“The legal standard that a controlled substance may only be prescribed for a legitimate medical purpose by a physician acting in the usual course of professional practice has been constructed to mean that the prescription must be in accordance with a standard of medical practice generally recognized and accepted in the United States.”  DEA Practitioners Manual-Appendix B.



	
	
	c.
	In Good Faith:

“As used in this section, ‘good faith’ means the prescribing of a controlled substance by a practitioner licensed under section 7303 in the regular course of professional treatment to or for an individual who is under treatment by the practitioner for a pathology or condition other than that individual’s physical or psychological dependence upon or addiction to a controlled substance.”  MCLA§333.7333(1).


	
	
	d.
	Not purely for maintenance treatment:

“A prescription may not be issued for ‘detoxification treatment’ or ‘maintenance treatment’ unless the prescription is for a Schedule III, IV or V narcotic drug approved by the Food and Drug Administration specifically for use in maintenance or detoxification treatment and the practitioner is in compliance with requirements in §1306.28 of this chapter. 21 CFR§1306.4(c).


	
	
	e.
	Pursuant to a physician-patient relationship:

“Individual practitioners must determine on their own, based on sound medical judgment, and in accordance with established medical standards . . . how often to see their patients.”  21CFR§1306.12(b)(2).

“Physician’s must also abide by any requirements imposed by their State Medical Boards with respect to peoples prescribing practices and what constitutes a bona fide physician-patient relationship.”  Docket No. DEA 271N 2005.

“The prescription was issued pursuant to an existing physician-patient relationship.”  MCLA§333.17751(2)(a).


	
	2.
	There is a Duty to Monitor:


	
	
	a.
	Purpose of Monitoring:

“Legitimate medical purpose requirement in the CSA ensures patients use controlled substances under the supervision of a doctor so as to prevent addiction and recreational abuse.”  Fed. Reg. Vol. 71 No. 172



	
	
	b.
	Assessment for Concomitant Medications:

“Before prescribing or dispensing a controlled substance to a patient, a licensed prescriber shall ask the patient about other controlled substances the patient may be using. The prescriber shall record the patient’s response in the patient’s medical or clinical record.”  MCLA§333.7303a(2).


	
	
	c.
	Frequency of monitoring is determined by sound medical judgment:


	
	
	
	1)
	“The filling of a prescription for a controlled substance listed in Schedule II is prohibited.”


	
	
	
	2)
	An individual practitioner may issue multiple prescriptions authorizing the patient to receive a total of up to a 90-day supply of a Schedule II controlled substance provided the following conditions are met:

	
	
	
	
	a)
	Each separate prescription is issued for a legitimate medical purpose by an individual practitioner acting in the usual course of professional practice;

	
	
	
	
	b)
	The individual practitioner provides written instructions on each prescription (other than the first prescription, if prescribing practitioner intends for that prescription to be filled immediately) indicating the earliest date on which a pharmacy may fill each prescription;

	
	
	
	
	c)
	The individual practitioner concludes that providing the patient with multiple prescriptions in this manner does not create an undue risk of diversion or abuse;

	
	
	
	
	d)
	The issuance of multiple prescriptions as described in this section is permissible under the applicable state laws; and



	
	
	
	
	e)
	The individual practitioner complies fully with all other applicable requirements under the Act and these regulations as well as any additional requirements under state law.

	
	
	
	
	Nothing in 3.b. shall be construed as mandating or encouraging individual practitioners to issue multiple prescriptions or to see their patients only once every 90 days when prescribing Schedule II controlled substances. Rather, individual practitioners must determine on their own, based on sound medical judgment, and in accordance with established medical standards, whether it is appropriate to issue multiple prescriptions and how often to see their patients when doing so.”  21 CFR § 1306.12.


	
	3.
	There is duty to ferret out fraud/abuse/diversions:


	
	
	a.
	“A person shall not fraudulently obtain or attempt to obtain a controlled substance or prescription for a controlled substance from a health care provider.”  MCL§333.7403a(1)


	
	
	b.
	“While not an exhaustive list, the following are some of the common behaviors that might be an indication the patient is seeking drugs for the purpose of diversion or abuse:

	
	
	
	
	Demanding to be seen immediately;

	
	
	
	
	Stating that they are visiting the area and is in need of a prescription to tie him/her over until returning to the local physician;

	
	
	
	
	Appearing to feign symptoms, such as abdominal or back pain, or pain from kidney stones or a migraine, in an effort to obtain narcotics;

	
	
	
	
	Indicating that non-narcotic analgesics do not work for him/her;

	
	
	
	
	Requesting a particular narcotic drug;

	
	
	
	
	Complaining that a prescription has been lost or stolen and needs replacing;

	
	
	
	
	Requesting more refills than originally prescribed;

	
	
	
	
	Using pressure tactics or threatening behavior to obtain a prescription;

	
	
	
	
	Showing visible signs of drug abuse, such as track marks.”  Fed. Reg. Vol. 171, No. 172 2006.


	
	
	c.
	Michigan Automated Prescription System (MAPS) under LARA. According to LARA’s website, MAPS can assist in prevention of prescription drug abuse.


	C.
	Applicable Standard of Care in Michigan.

Many of the above quoted statutory and regulatory requires are incorporated into the Michigan 
Guidelines for the Use of Controlled Substances for the Treatment of Pain (“Guideline”). Although the Guideline was developed to establish standards for the prescription of Opiates, “the legal standard … for prescribing controlled substances to treat pain is the same as that for prescribing controlled substances generally.”   Fed. Reg. Vol. 71 No. 172 2006

As directly quoted from the Guideline:


	
	1.
	Evaluation of the Patient:

A complete medical history and physical examination must be conducted and documented in the medical record. The medical record should document the nature and intensity of the pain, current and past treatments for pain, underlying or coexisting diseases or conditions, the effect of the pain on physical and psychological function, and history of substance abuse. The medical record also should document the presence of one or more recognized medical indications for the use of a controlled substance.


	
	2.
	Treatment Plan:

The written treatment plan should state objectives that will be used to determine treatment success, such as pain relief and improved physical and psychosocial function, and should indicate if any further diagnostic evaluations or other treatments are planned. After treatment begins, the physician should adjust drug therapy to the individual medical needs of each patient. Other treatment modalities or a rehabilitation program may be necessary depending on the etiology of the pain and the extent to which the pain is associated with physical and psychosocial impairment.


	
	3.
	Informed Consent and Agreement for Treatment:

The physician should discuss the risks and benefits of the use of controlled substances with the patient, persons designed by the patient or with the patient’s surrogate or guardian if the patient is incompetent. The patient should receive prescriptions from one physician and one pharmacy where possible. If the patient is determined to be at high risk for medication abuse or has a history of substance abuse, the physician may employ the use of a written agreement between physician and patient outlining patient responsibilities, including:

	
	
	
	Urine/serum medication levels screening when requested;

	
	
	
	Number and frequency of all prescription refills; and

	
	
	
	Reasons for which drug therapy may be discontinued (i.e., violation of agreement).


	
	4.
	Periodic Review:

At reasonable intervals, based on the individual circumstances of the patient, the physician should review the course of treatment and any new information about the etiology of pain. Continuation or modification of therapy should depend on the physician’s evaluation of progress toward stated treatment objectives, such as improvement in patient’s pain intensity and improved physical and/or psychosocial function, i.e., ability to work, need of health care resources, activities of daily living and quality of social life. If treatment goals are not being achieved, despite medication adjustments, the physician should re-evaluate the appropriateness of continued treatment. The physician should monitor patient compliance in medication usage and related treatment plans.


	
	5.
	Consultation:

The physician should be willing to refer the patient as necessary for additional evaluation and treatment in order to achieve treatment objectives. Special attention should be given to those pain patients who are at risk for misusing their medications and those whose living arrangements pose a risk for medication misuse or diversion. The management of pain in patients with a history of substance abuse or with a comorbid psychiatric disorder may require extra care, monitoring, documentation and consultation with or referral to an expert in the management of such patients.


	
	6.
	Medical Records:

The physician should keep accurate and complete records to include:

	
	
	
	The medical history and physical examination;

	
	
	
	Diagnostic, therapeutic and laboratory results;

	
	
	
	Evaluations and consultations;

	
	
	
	Treatment objectives;

	
	
	
	Discussion of risks and benefits;

	
	
	
	Treatments;

	
	
	
	Medications (including date, type, dosage and quantity prescribed);

	
	
	
	Instructions and agreements; and

	
	
	
	Periodic reviews.

	
	
	
Records should remain current and be maintained in an accessible manner and readily available for review.


	D.
	Delegation of Prescriptive Authority:

According to the Board of Medicine Rules 338.2304 and 338.2305 and the Board of Osteopathic Medicine and Surgery Rules 338.108a and 338.108b.


	
	1.
	Nurse Practitioner:

A physician who supervises a nurse practitioner may delegate the prescription of non-controlled prescriptions and controlled substance prescriptions listed in Schedules 3 and 5 to the nurse practitioner if the delegating physician establishes a written authorization that contains required information. A delegating physician may delegate the prescription of Schedule 2 controlled substances if the physician and the nurse practitioner are practicing within a health facility, specifically a freestanding surgical outpatient facility, hospital and hospice with the patient being located within the facility. The delegating physician may not delegate the prescription of a Schedule 2 controlled substance issued for the discharge of a patient for a quantity for more than a 7-day period.


	
	2.
	Physician’s Assistant:

Public Act 210 of 2011 expands the scope of practice of a physician’s assistant (PA) pertaining to delegation of prescribing controlled substances. A physician who supervises a 
PA may delegate the prescription of controlled substance prescriptions listed in Schedules 2-5 to the PA if the delegating physician establishes a written authorization that contains required information. Under delegation by the supervisory physician, a PA may order, receive and dispense complimentary starter dose drugs including Schedule 2-5 controlled substances. The dispensing prescriber and pharmacist must include the name of the PA on prescription labels and receipts.


	
	3.
	Physician assistances (and) nurse practitioners who prescribe controlled substances by delegation from a supervising physician must obtain a DEA mid-level controlled substance registration.


	E.
	Additional Safeguards:


	
	1.
	Use of Prescription Forms:

According to MCLA 333.7333(7): “A prescribing practitioner shall not use a prescription form for a purpose other than prescribing. A prescribing practitioner shall not postdate a prescription form that contains a prescription for a controlled substance.


	
	2.
	Security of Prescription Blanks:

According to DEA Practitioner’s Manual 2006, page 15: “In addition to the required security controls, practitioners can utilize additional measures to ensure security. These include:

	
	
	a.
	Keep all prescription blanks in a safe place where they cannot be stolen; minimize the number of prescription pads in use.

	
	
	b.
	Write out the actual amount prescribed in addition to giving a number to discourage alterations of the prescription order.

	
	
	c.
	Use prescription blanks only for writing a prescription order and not for notes.

	
	
	d.
	Never sign prescription blanks in advance. Also, see United States v. Singh, 390 F 3d 168 (2d) in 2004, where a physician pre-signed triplicate forms and provided them to non—physician personnel who, although not legally authorized to do so, filled in all the required prescription information.

	
	
	e.
	Assist the pharmacist when they telephone to verify information about a prescription order; a corresponding responsibility rests with the pharmacist who dispenses the prescription order to ensure the accuracy of the prescription. Remember that a Release of Information to the pharmacy is needed.

	
	
	f.
	Contact the nearest DEA field office to obtain or to furnish information regarding suspicious prescription activities.

	
	
	g.
	Use tamper-resistant prescription pads.




APPENDIX H

TABLE 1:  Risk Index for Overdose or Serious Opioid-Induced Respiratory Depression (RIOSORD)
	DESCRIPTION
	Y/N
	Score

	In the past 6 months, has the patient had a health care visit (outpatient, inpatient, or ED) involving:

	Opioid Dependence?
	
	15

	Chronic hepatitis or cirrhosis?
	
	9

	Bipolar disorder or schizophrenia?
	
	7

	Chronic pulmonary disease?  (e.g., emphysema, chronic bronchitis, asthma, pneumoconiosis, asbestosis)
	
	5

	Chronic kidney disease with clinically significant renal impairment?
	
	5

	Active traumatic injury, excluding burns?  (e.g., fracture, dislocation, contusion, laceration, wound)
	
	4

	Sleep apnea?
	
	3

	Does the patient consume:
	
	

	An extended-release or long-acting (ER/LA) formulation of any prescription opioid or opioid with long and/or variable half-life?  (e.g., OxyContin, Oramorph-SR, methadone, fentanyl patch, levorphanol)
	
	9

	Methadone?  (Methadone is a long-acting opioid, so also write Y for “ER/LA formulation”)
	
	9

	Oxycodone?  (If it has an ER/LA formulation [e.g., OxyContin], also write Y for “ER/LA Formulation”)
	
	3

	A prescription antidepressant?  (e.g., fluoxetine, citalopram, venlafaxine, amitriptyline)
	
	7

	A prescription benzodiazepine?  (e.g., diazepam, alprazolam)
	
	4

	Is the patient’s current maximum prescribed opioid dose:
	
	

	>100 mg morphine equivalents per day?
	
	16

	50-100 mg morphine equivalents per day?
	
	9

	20-50 mg morphine equivalents per day?
	
	5

	In the past 6 months, has the patient:
	
	

	Had 1 or more ED visits?
	
	11

	Been hospitalized for 1 or more days?
	
	8

	Total Score:
	
	115






Table 2:  OIRD probability based on calculated risk index7
	Risk Index (score)
	OIRD Probability (%)

	0-24
	3

	25-32
	14

	33-37
	23

	38-42
	37

	43-46
	51

	47-49
	55

	50-54
	60

	55-59
	79

	60-66
	75

	>67
	86
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