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GUIDELINES FOR THE USE OF OPIOID/NARCOTIC MEDICATIONS
FOR CHRONIC NON-MALIGNANT PAIN

Please see the FCM Policy 11/2017

It is recommended that providers be familiar with the Board of Medicine and CDC guidelines.

“Nonphamacologic therapy and nencpicid pharmacelogic therapy are preferred for chrenic pain.
Clinicians should consider opioid therapy only if expected benefits for both pain and function are
anticipated to outweigh risks to the patient. If opicids are used, they should be combined with
nonpharmacologic therapy and nonopioid pharmacologic therapy, as appropriate.”

When opicids are prescribed, they should use the lowest possible doses for the shortest periods
possible. If opioids are prescribed, a 2-3 day supply is recommended rather than a larger
quantity. A PMP check is required if more than 7 days are prescribed.

If the prescription of chronic opioids is decided upon for the management of chronic pain, FCM
policy should be followed with additional guidance as needed from the Medical Board and CDC.
If medicaticns are found te be beneficial without undue risk, guidelines recommend avoidance of
prescribing more than 50 daily MME (Morphine Mg Equivalents). Patients should be closely followed
in the office at least every 3 months for MME<50 and every 1-2 months for MME=50.

A recommended goal for patients being prescribed or using >90 MME is to taper downward
(goal <50 MME} or consult/refer to pain management.

Prescribe naloxone for any patient when risk factors of prior overdose, substance abuse, doses
in excess of 90 MME/day, or concomitant benzodiazepine or high-risk drug is present.

Concomitant benzodiazepine or sedating medication prescription markedly increases the risk of death.
Providers should not co-prescribe an opioid with the following medications all benzodiazepines,
sedative hypnotics, carisoprodol (SOMA), tramadol, promethazine, barbiturates, and quetiapine
(Seroquel).

If there are extenuating circumstances, a provider may co-prescribe an opicid, but is required to
document a tapering plan to achieve the lowest possible effective dose.

Merphine milligram equivalent (MME) doses for commonly prescribed cpicids

Opioid Conversion factor*
Codeine 0.15

Fentanyl transdermal (in mcg/hr) 2.4

Hydrocodone 1

Methadone 4-12

Morphine 1
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Opioid Conversion factor*

Oxycedone 1.5

EPIC CSA/SMA workflow

Enter “Controlled Substance Agreement Signed (279.899)” as a diagnosis and add to the problem
list. This is aisc a good place to document when the last PMP and Urine Drug Screen were done.

Order “Controlled Substance Agreement” or “Supervised Medication Agreement” and have the
patient sign and date. One copy should be given to the patient and ancther copy sent to scan.

The diagnosis “Controlled Substance Agreement Terminated (291.14)” can be used and added to
the preblem list if a viclation has occurred. Patients will not be automatically dismissed from the
practice but will be informed in writing that the practice will no lenger be prescribing controlled
medications te them. This will be documented in the preblem list and FY1 section of EPIC. Providers are
encouraged to continue to provide medical care to these patients. In extreme circumstances, if the
provider believes that the patient needs to be dismissed from the practice, they should contact cur
Patient Liaison at 540-981-7798 or the Regicnal Medical Director.

Patients who viclate a CSA/SMA will be educated about addiction and given information and resources
to obtain addiction and substance abuse treatment and counseling. Resources can include Substance
Abuse and Mental Health Services Administration 1-800-662-HELP at findtreatment.samhsa.gov
and National Institute on Drug Abuse (NIDA) at drugabuse.gov.

The PMP is required to be reviewed pricr to initiation of opiocid therapy (if prescribe 7 days or more).
This should then be checked at least every 3 months. This can now legally be scanned and made a
part of the patient record. An application is available for provider's nurse/staff to obtain PMP access as

a delegate.

The appropriate Urine drug screen (UDS) to order is "Prescription Abuse Monitoring 15 Panel”
(A23015). This shouid be performed at least every 3 months the first year, at least every 6 months
after the first year, and more often as indicated. For assistance in interpreting results, call
1.877.40.RXTOX (1.877.407.9869) for the next available toxicology specialist at Quest.

EPIC note templates that are encouraged are:

PAIN HPI

Diagnoses, Location(s) and Description of Pain ***

Analgesia Pain severity without medication is {NUMBERS 0-1219207}/10 and is improved with
medication to {NUMBERS 0-1219207}/10.

Other medication or non-medication treatments include
Activity/Benefit and Treatment Goals

Improved psychesocial function and quality of life {AMB YES NO2100"no"}

Improved physical function, work and daily activities {AMB YES NO2100"no"}

Adverse/Side Effects (sedation, impaired cognition, constipation, etc.) {AMB YES NO2100"ng"}
Aberrant Behavior

Fkk


http://atfindtreatment.samhsa.gov
http://drugabuse.gov
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1. In the past 30 days, have you borrowed pain medication from someone else or taken more than
the recommended amount of medication? {AMB YES NO2100"nc"}
2. Inthe past 30 days, how often have you used your pain medicine for symptoms other than for
pain (e.g., 1o help you sleep, improve your mooed, or relieve stress)? {AMB YES NO2100"no"}
Affect Having depression, anxiety or mood disorder? {AMB YES NO2100"no"}
Concurrent Use of High Risk Meds (Benzodiazepines, muscle relaxants, sleep aids, tramadol)?
{AMB YES NO2100"yes"}
If yes, have there been efforts to taper to the least effective dose? {AMB YES NO2100"yes"}

PAIN PLAN

The course of treatment has been reviewed with the patient and has been updated in the medication
list/crders.

Narcan will be prescribed when indicated for those with an MME >90-120 (consider for those with
MME=>50) (CDC MME Calculator) and for those at increased risk for opicid overdose (history of sleep
apnea, prior overdose, substance or alcohol use/abuse; concurrent benzodiazepine, sedative hypnotic,
tramadol or Carisoprodel use).

The patient is *** benefiting from opicid/drug therapy and the pain reliefimproved function benefits
currently outweigh the side effects/risks which were discussed with the patient.

An SMA (Supervised Medicaticn Agreement) has been completed on *** and informed consent with
treatment risks have been discussed with the patient. A signed copy has been scanned intc the EMR.
The PMP has been checked (at least every 3 months) on *** and is ™ appropriate.

The UDS/drug screen (at least every 3 months year 1; at least every 6 months thereafter) has
been tested on ™* and is *** appropriate.

Additional evaluation or treatments recommended at this time include
The patient will follow up in *** (at least every 3) months, seeoner if problems, side effects, other
symptoms or concerns.

F*kk

TAPERING INFORMATION FOR MEDICATIONS

A gradual reduction of benzodiazepines and barbiturates is slower than opiates. For
benzodiazepines the dose should be reduced by less than 10% every 3 days. Opioids can be tapered
at a higher percentage of 20% every other day. 1 week for opiates and up to 8 weeks for
benzediazepines. If the reduction of more than ocne medication is indicated and contacts with the
patient are limited, it is probably wisest to decrease only cne at a time. Provide the patient with a daily
taper schedule and ask the patient to call periedically with an update.

Pain Clinical Manual Second edition Marge McCaffery, RN, MS, FAAN, Chris Paserc RN, MSNc,
mosby 1999.

ADDITIONAL RESOURCES

Virginia Board of Medicine's Emergency regulations for opicid prescribing
hitps//www.dhp.virginia.gov/medicine/

Virginia Department of Heaith Professions PMP sign up and log in
https//virginia. pmpaware.net/lcgin

CDC Factsheet for providers
htip//www.cdc.gov/drugoverdose/pdf/quidelines factsheet-a.pdf



http://www.dhp.virginia.gov/medicine/
http://www.cdc.gov/drugoverdose/pdf/guidelines
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CDC factsheet for patients
https//www.cdc.gov/drugoverdose/pdf/aha-patient-opicid-factsheet-a.pdf

To refer a challenging patient to a celleague for a secend opinien or to transfer care, you can search for
practitioners in Virginia that provide Pain Management at
hitp//www .vahealthprovider.com/search_adv.asp

If you need to refer a patient to a celleague for evaluation or to transfer care, you can search for
practitioners that specialize in Addicticn Medicine at hitp//www.vahealthprovider.com/search_adv.asp

A resource for substance abuse treatment options arcund the state is the sink or swim treatment
locator hitp//drugfreeva.org/grab-a-lifering/

Laws and Regulations Governing the Prescription Monitoring Program
https//mwww.dhp.virginia.gov/dhp_programs/pmp/pmp_laws.asp

Center for Disease Control's “Guideline for Prescribing Opioids for Chronic Pain”
https//mwww.cdc. gov/mmwr/volumes/65/rr/ir6501e1.htm

ORT (Opioid Risk Tool}
https//www.drugabuse.gov/sites/default/files/files/Opioid RiskTool.pdf

COMM (Current Opioid Misuse Measure)
http//www .opicidprescribing.com/decuments/09-comme-inflexxion.pdf

PHQ-2 Depression Screening Tool
hitp//www.commonweaithfund.org/usr_doc/PHQ2.pdf
http//cde.drugabuse.gov/sites/nida_cde/files/PatientHealthQuestionnaire-2_v1.0_2014Jul2. pdf

PHQ-9 Depression Screening Tool
http//www.aafp.org/afp/2012/0115/p139.html
http//www .opicidprescribing.com/decuments/11-phqg-9. pdf


http://www.vaheaithprovider.com/search_adv.asp
http://www.vahealthprovider.com/search_adv.asp
http://www.dhp.virginia.gov/dhp_programs/pmp/pmp_laws.asp
http://cdc.gov/mmwr/volumes/65/rr/rr6501e1
http://www.drugabuse.gov/sites/default/files/files/Opioid
http://www.opioidprescribing.com/documents/09-comm-inf
http://www.commonwealthfund.org/usr_doc/PHQ2.pdf
http://www.aafp.org/afp/2012/0115/p139.html
http://www.opioidprescribing.com/documents/11
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ADAPTED FROM POLICY / PROCEDURE
FCM USE OF OPIOID MEDICATIONS FOR CHRONIC NON-MALIGNANT PAIN
CLINICAL STAFF PROCEDURE

ROLE OF CLINICAL STAFF in supporting providers in the care of chronic pain patients with
Controlled Substance Agreements
PMP Database Search A PMP Database search is_to be initiated at time of CSA/SMA.

1) By Virginia law, PMP searches must be performed at the initiation of any opiocid prescription that
will last more than 7 days.

2) A PMP database check is required initially and at least every 3 months thereafter. A UDS
or similar is required initially, every 3 months for the first year of treatment and at least
every 6 months thereafter. There must be documented informed consent, alternative
treatments and a signed CSA/SMA. If the last prescription was filled by a pharmacy of a state
not participating in a shared agreement with Virginia, the medication should be confirmed by a
call to the last filling pharmacy.

EPIC CSA/SMA workflow
1) Enter “Controlled Substance Agreement Signed (Z79.899)" as a diagnosis and add to the
problem list. This is alsc a good place to decument when the last PMP and Urine Drug Screen
were done.
2) Order “Controlled Substance Agreement” or “Supervised Medication Agreement” and have the
patient sign and date. One copy should be given to the patient and ancther copy sent to scan.

Urine Drug Testing
A UDS should be perfermed at the initiation of a SMA; at a minimum of every 3 months for the first

year; at least every 6 months thereafter; with closer monitoring as circumstances warrant. A UDS may
be performed randomly by asking patient to come to office and give urine for specimen in order to get a
prescription at the discretion of the provider. The UDS test is expensive and not covered by all insurers
so judicicus cordering is recommended and it should not be ordered on every patient visit unless there is
concern for aberrant behavior/misuse. It is recommended that contrelled substances not be prescribed
or continued for a new patient until apprepriate UDS results are cbtained. UDS obtained external to cur
practices (including the Emergency Departments) should not necessarily be censidered a disqualifier
as the rate of false positives and negatives of these screens is high unless a confirmatory test is
performed.

Ordering
1)} EPIC ordering — The most recent available drug test “with confirmation” is recommended. As of

the update of this policy, this was the “Prescription Abuse Monitoring 15 Panel” (A23015)
under order entry. (Date of policy 11/2017)

2) Documenting time of last dose — Providers or clinical staff nurses MUST document date, time,
and amcunt of last dose in order to ailow for proper interpretation of the UDS. This should
include all controlled substances that the patient is taking.
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3) If checking for benzodiazepines such as cionazepam (Klonopin} or alprazolam (Xanax) —
List the drugs that should be present in the screen in the comments section of the order.

4) Clonazepam (Klonopin) — should be crdered separately duse to its decreased sensitivity in
being picked up on the UDS.

5) Identify patient using 2 identifiers and assist patient in collecting at least 40ml of fresh urine in a
sterile urine container.

6) Label the container in the presence of the patient with first and last name and DOB.

7} Interpreting

a. Urine Creatinine — a specimen consistent with normal human urine usually has a
creatining concentration greater than 20mg/dL. A concentration of less than 20mg/dL is
considered abnormally dilute and less than 5mg/dL is not consistent with human urine.

b. Confirmatory Testing — all positive tests on the UDS 15 are automatically confirmed by
follow-up gas chromatography or mass spectrometry testing.

c. Micit drug detection — detection of illegal drugs (cocaine, marijuana, cannabinoids,
etc.) or contrelied medications that are not prescribed is considered a violation of the
SMA.

d. True Negative Urine Results (binging vs. diversion) — the lack of prescribed controlled
medication in a UDS when the last dose was documented within the window of detection
is considered a viclation of the CSA/SMA. Of note, due to its rapid metabolism,
clenazepam could be taken appropriately and fail to be demonstrated in a UDS.

e. For assistance in interpreting results, call 1.877.40.RXTOX (1.877.407.9869) for the next
available toxicology specialist at Quest.

Pill Counting
Clinical staff is expected to participate in pill counting with patient as directed by provider. A second
staff to cbserve during the pill count is recommended, but not required.

Respectful Communication
a. Clinical staff is expected to engage in respectful and compassionate communication with
patients and staff. The challenging communications arcund chronic pain and controlled
substances are supported by participation in the Cornerstene on Demand course Non-
Violent Awareness Education (SRI231A).

b. Clinical staff is expected to escalate any staff or patient concerns related to pain
medications, the process, including addiction, diversion, viclating the CSA, or any
individual is at risk. Talk with your providers if you have concerns that a patient is
breaking their CSA or at risk in anyway.
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POLICY / PROCEDURE
FCM USE OF OPIOID MEDICATIONS FOR CHRONIC NON-MALIGNANT PAIN

KEY TERMS
Controlled medications, chronic pain, coentrolled substances agreement, supervised medication
agreement, prescribing, risk management, opicid, narcotic.

PURPOSE

The geal of pain treatment is to decrease pain and improve function while menitering for any adverse
side-effects. Controlled Medications are ene medality for the treatment of chronic pain. The safe use of
these modalities in the context of a comprehensive plan to manage chrenic pain is important for the
long-term health of our patients.

DEFINITIONS
Controlled Medication Review A scheduled medicine (I — V) as defined by the Contrelled Substance
Act of 1970.

1. Schedule | drugs, substances, or chemicals are defined as drugs with no currently accepted
medical use and a high potential for abuse. Providers are unable o write prescriptions for this
class though they are sometimes available for research only.

2. Schedule Il drugs, substances, or chemicals are defined as drugs with a high potential for
abuse, with use potentially leading to severe psycholegical or physical dependence. These
drugs are alse considered dangercus. No Réfills; these can only be faxed if patient is in Hospice
or long-term medical facility. Prescription is limited to 30 days’ worth of doses, although
exceptions are made for cancer patients, burn victims, etc. and cral prescripticns for schedule Il
drugs must be confirmed in writing within 3 days.

a. Oxycodone, Hydromorphone, Hydrocodone, Fentanyl, Methadone, Meperidine,
Morphine
b. Amphetamines/dextrocamphetamines/Methylphenidate

3. Schedule lll V drugs, substances, or chemicals with a moderate to low potential for physical
and psycholegical dependence. May prescribe up to 5 menths of refills if non-opicid. May
prescribe maximum of 2 refills if opioid. Currently, may print/sign or phone in but not
electronically transmit by EMR.

a. Schedule Il Butalbital (specifically Fiorinal, Fiorinal with Codeine, and Fioricet with
Codeine)

b. Schedule IV Benzodiazepines, Butorphanol, Phencbarbitol, Zolpidem (Ambien),
Eszopiclone (Lunesta), Zaleplon (Sonata), Tramadol (Ultram)

¢. Schedule V Codeine, Lomotil, Lyrica

Policy Definitions
1. SMA - Supervised Medication Agreement
2. CSA - Controlled Substance Agreement
3. PMP - Prescription Monitoring Program; State Database of Controlled Substance
prescriptions that a patient has obtained from state pharmacies
4. UDS - Urine Drug Screen
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5. MME - Morphine Milligram Equivalent dose
6. PCP - Primary Care Provider
7. ED - Emergency Department
8. Opiocids - Substances that act on opiocid receptors. These include, but are not limited to, the
schedule Il, I, IV and V drugs noted in bold face type above. Because Lomotil is not
considered a pain medication, it is not subject to the VA DHP regulations or FCM policy,
though should be prescribed carefully and monitored for abuse.
9. FCM - Department of Family and Community Medicine
SCOPE

This policy applies to all providers who see patients at any of the Department of Family and
Community Medicine (FCM) clinical sites.

PROCEDURE
Prescribing Guidelines

1.

The prescribed use of opicid/narcotic medications for short courses to manage acute pain (less
than 3 months} is at the discretion of the health care provider. “Acute pain” shall mean pain
that occurs within the normal course of a disease or condition or as the result of surgery for
which contrelled substances may be prescribed for ne more than three menths. A SMA should
be considered if risk factors exist or if prescribing more than 2-3 days of medication. Initiation of
opicid treatment for all patients shall include the following:

a. Non-pharmacclogic and non-opicid treatment for pain shall be given consideration prior
to treatment with opioids. If an opiocid is considered necessary for the treatment of acute
pain, the practiticner shall give a short-acting opicid in the lowest effective dose for the
fewest possible days. Treat with the lowest possible dese (department goal net to
exceed 50 MME, which places the patient at significant increased risk for complication or
death).

b. Prior to initiating treatment with a controlled substance containing an opioid for a
complaint of acute pain, the prescriber shall perform a history and physical examination
appropriate to the complaint and conduct an assessment of the patient’s history and risk
of substance abuse/misuse.

c. A prescriber providing treatment for acute pain shall not prescribe a controlled substance
containing an opiocid in a quantity that exceeds a seven-day supply as determined by the
manufacturer’s directions for use, unless extenuating circumstances are clearly
documented in the medical record. A PMP database query is required for any opioid
prescription longer than 7 days duration.

d. The practitioner shall carefully consider and decument in the medical record when there
are reasons to exceed 50 MME/day.

e. Prior to exceeding 90 MME/day, the practitiocner shall dccument in the medical record
the reasonable justification for such doses or refer to or consult with a pain management
specialist. The preferred practice is to taper down and off rather than to escalate doses
when pain is not managed effectively with lower doses.

f. Naloxcone shall be prescribed for any patient when risk factors of prior overdose,
substance abuse, doses in excess of 90 MME/day, or concomitant benzodiazepine is
present.
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g. Due to a higher risk of fatal cverdose when opicids are prescribed with benzodiazepines,
sedative hypnotics, carisoprodol, and tramadol, the prescriber shall only co-prescribe
these substances when there are extenuating circumstances and shall document in the
medical record a tapering plan to achieve the lowest possible effective doses if these
medications are prescribed.

h. Medical records for acute pain The medical record shall include a description of the pain,
a presumptive diagnosis for the origin of the pain, an examination appropriate to the
complaint, a treatment plan and the medication prescribed or administered to include the
date, type, dosage, and quantity prescribed or administered.

2. As of November of 2016, the Carilion Clinic Supervised Medication Agreement (SMA) will
supersede all previous agreements, and should be initiated if cne has not already been
reviewed and signed.

3. The following guidelines are for the use of Schedule Il - V opioid medications for the
management of non-malignant pain longer than 3 months. Following this guideline
should be considered for any patient prescribed opioid medications for longer than 1
week or at any time based on provider discretion.

a. R|sk Evaluation Should be Performed

vi.
vil.
viii.

ix.

Review of perscnal and family history of alcohol or drug abuse/misuse,
psychiatric conditions, and emotional or sexual abuse should be cbtained and
documented. Patients who are positive for these have a higher risk of contrelled
substance abuse and misuse potential.

Review present medication lists, with particular attention te active prescriptions
for other controlled medications Due to a higher risk of fatal overdose when
opicids are prescribed with benzodiazepines, sedative hypnetics, cariscprodol,
and tramadol, the prescriber shall enly co-prescribe these substances when
there are extenuating circumstances and shall dccument in the medical record a
tapering plan to achieve the lowest possible effective doses if these medications
are prescribed.

Review hepatic and renal function.

Patients who are age > 65 face increased risk.

Patients who have cbstructive sleep apnea (OSA) are at higher risk.

EKG should be performed if patient is on methadone (risk of QT prolengation).
History of dismissal from another provider for an opicid agreement violation.
Use of the Opioid Risk Tool (ORT) screening tool is encouraged before
initiating pain treatment with opioids beyond 7 days.

Consider mood or depression screening tools such as PHQ-2, PHQ-9, GAD-7 or
cthers where appropriate.

b. Pricr to initiating management of chronic pain with a controlled substance containing an
opicid, a medical history and physical examination, te include a mental status
examination, shall be perfermed and decumented in the medical record, including

i.
ii.
iii.
iv.

The nature and intensity of the pain;

Current and past freatments for pain;

Underlying or coexisting diseases or conditions;

The effect of the pain on physical and psychological function, quality of life and
activities of daily living;

10
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v. Arequest for pricr applicable recerds.

c. SMA should be reviewed and signed and UDS obtained (see "g” for UDS
information) — In EPIC, order as “Supervised Medication Agreement” or “Controlled
Substance Agreement” with the associated diagnosis of “Supervised Medication
Agreement Signed” which should be added to the problem list. The SMA must be
printed; initialed by the patient in all appropriate lines upon review by the patient;
reviewed, discussed and signed by both the patient and prescribing clinician; then
scanned inte chart with copy given to patient. It is required to held a risk, benefit and
alternative appreach discussion with the patient, obtain informed consent and include
these discussions in the EHR. This discussion should include a discussion of the
responsibilities of the patient during treatment to include securely storing the drug and
properly disposing of any unwanted or unused drugs and also address the parameters of
treatment, including those behaviors which will result in referral to a higher level of care,
cessation of treatment, or dismissal from care. The practitiener shall also discuss with
the patient an exit strategy for the discontinuation of opicids in the event they are not
gffective. The FCM EPIC Smartphrase .PAINPLAN can alsc help document these
required steps.

d. Add the Reason for the Chronic Prescription on the Problem List — need specific
diaghoses necessitating chronic pain treatment. “Chronic Pain” is not sufficient. In the
Problem List Overview section of the pain Diagnesis, censider listing the date the SMA
was signed as well as dates for most recent PMP and UDS check.

e. PMP Database Search — To be initiated at time of CSA/SMA.

i. By Virginia law, PMP searches must be performed at the initiation of any opioid
prescription that will last more than 7 days.

i. APMP search at least every 3 menths is required. Additional periedic requests
should be made as clinically indicated.

f. Treatment of Chronic Pain with Opioids.

i. Non-pharmacologic and non-opicid treatment for pain shall be given
consideration prior to treatment with opioids.
ii. Ininitiating and treating with an opiocid, the practitioner shall

1. Treat with the lowest possible dose (department goal not to exceed
50 MME, which places the patient at significant increased risk for
complication or death).

2. If treatment exceeds 50 MME/day, carefully consider and document in the
medical record the reasens.

3. Prior to exceeding 90 MME/day, the practiticner shall deccument in the
medical record the reascnable justification for such doses or refer to or
consult with a pain management specialist. The goal is to taper these
patients to <50 MME/day.

4. Prescribe naloxone for any patient when risk factors of prior
overdose, substance abuse, doses in excess of 90 MME/day, or
concomitant benzodiazepine or high-risk drug is present.

5. Document the rationale to continue opicid therapy every three months.

6. Due to a higher risk of fatal overdose when opioids, including
buprencrphine, are given with other opicids, benzediazepines, sedative

1
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hypnotics, cariseprodol, and tramadel, the prescriber shall only co-
prescribe these substances when there are extenuating circumstances
and shall document in the medical record a tapering plan t¢ achieve the
lowest possible effective doses of these medications if prescribed.

g. Functlonal Goals and Treatment Plan Should be documented in progress note.

vi.

vi.

The medical record shall include a treatment plan that states measures to be
used to determine progress in treatment, including but not limited to pain relief
and improved physical and psychesccial function, quality of life, and daily
activities.

The treatment plan shall include further diagnostic evaluations and other
treatment modalities or rehabilitation that may be necessary depending on the
gtiology of the pain and the extent to which the pain is associated with physical
and psychosocial impairment.

The prescriber shall document in the medical records the presence or absence of
any indicators for medication misuse, abuse or diversion and shall take
appropriate action.

Expected cutcomes shall be documented in the medical record including
improvement in pain relief and function or simply in pain relief. Limitations and
side effects of chronic opicid therapy shall be documented in the medical record.
The practitiocner shall review the course of pain treatment and any new
information about the etiology of the pain and the patient’s state of health at least
every three months.

Centinuation of treatment with opiocids shall be supperted by documentation of
continued benefit from such prescribing. If the patient's progress is
unsatisfactory, the practitioner shall assess the appropriateness of continued use
of the current treatment plan and consider the use of cther therapeutic
modalities.

When necessary 1o achieve treatment goals, the prescriber shall refer the patient
for additional evaluation and treatment.

h. The practitioner shall regtlarly evaluate for opioid use disorder and shall initiate
specific treatment for opicid use disorder, consuit with an appropriate healthcare
provider, or refer the patient for evaluation for treatment if indicated.

i. Medical records for chronic pain the prescriber shall keep current, accurate and
complete recerds in an accessible manner readily available for review 1o include:

iv.
V.
vi.
vii,
viii.

The medical history and physical examination;

Past medical history;

Applicable records from prier treatment providers and/or any decumentation of
attempts to obtain;

Diagnostic, therapeutic and laboratory results;

Evaluations and consultations;

Treatment goals;

Discussicn of risks and benefits;

Informed consent and agreement for treatment;

Treatments;

Medications (including date, type, dosage and quantity prescribed and refills).

12
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xi. Patient instructions; and
xii. Periodic reviews.
Treatment

i. When initiating opioid therapy, short-acting opicids should be prescribed rather
than long-acting formulations (LA/ER).

ii. Long-acting medication for maintenance of pain relief and short-acting
medication for breakthrough symptoms is recommended when needed. The
breakthrough medication should not be prescribed or used as a standing dose.

iii. Providers should not co-prescribe an opicid with the fellowing medications (per
VA Beard Regulations in bold and Federation of State Medical Boards medel
policy). If there are extenuating circumstances, a provider may co-prescribe an
opicid, but is required to decument a tapering plan to achieve the lowest possible
effective dose

all benzodiazepines (particularly alprazolam/Xanax)

zolpidem (Ambien) and sedative hypnotics

promethazine (Phenergan)

carisoprodol (SOMA)

barbiturates (Fiorinal, Fioricet)

quetiapine (Seroquel) (can potentiate opicid effect)

tramadol (which is also considered an opioid under the VA DHP
regulations).

Noghkown-

k. Refills

i. PCP —réfills of controlled medications should be completed by the assigned PCP
unless he/she is unavailable for more than 2 business days
ii. Early refills — not authorized
iii. One designated pharmacy — in the CSA/SMA, patient agrees tc obtain controlled
medications from cne pharmacy only. If this pharmacy is changed, the change
should be documented by an update of the CSA/SMA.
iv. Patients may identify cne designee te pick up prescriptions for them in the
circumstance when they are unable to do so.
v. A minor may not pick up a prescription for opicid medications for themselves or a
parent.
Lost or Stolen Prescriptions — will NOT be refilled early as stated in the CSA/SMA.
Compliance with other Treatment Modalities — Continued controlled medication
therapy requires the patient comply with and participate in all therapies and referrals the
provider recommends. Provider should censider individual patient and regional health
care circumstances such as lack of insurance, inability to afford therapies, lack of
available local pain management resources, etc. when placing these expectations on the
patient.
Informing the Practice of other Controlled Medication Prescriptions — Patients are
required to inform the practice within the next 2 business days when cther facilities
(including the ED) prescribe them narcetic/opicid medications. Filling such medications
may be in viclation of the CSA/SMA.

0. New Patients on Chronic Controlled Medications

13
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i. Patients seen for a new visit who are en controlled medications will need to be
evaluated as to the appropriateness of this treatment plan. This should include
review of records from the previous provider as well as relevant laboratery and/or
radiclogy reports and consultant reperts. A provider is under no cbligation to
prescribe controlled substances at a new patient appointment or on follow-up
vigits.

i. A PMP database check is required initially and at least every 3 months
thereafter. A UDS or similar is required initially, every 3 months for the first
year of treatment and at least every 6 months thereafter. There must be
documented informed consent, alternative treatments and a signed CSA/SMA. If
the last prescription was filled by a pharmacy of a state not participating in a
shared agreement with Virginia, the medication should be confirmed by a call to
the last filling pharmacy.

ii. [If a patient has previcusly been dismissed or left a Carilion practice due to a SMA
or CSA violation, controlled medications should not be prescribed.

iv. Practices will see new patients who require pain management as part of their
overall health care. However, our practices are not Pain Management Centers
and will not continue to follow new patients who only desire pain management.

p. Follow up

i. Atleast every 3 months — It is required that patients on chronic opicids have a
CSA/SMA and are seen and have their pain addressed at least every 3 months
by their assigned provider or delegate. The patient should be seen more
frequently if the provider deems significant risk or concern.

1. At least every 3 months, it is recommended that risk, abuse, aberrant
behavior tocls [such as the FCM Department EPIC Smartphrases
(.PAINHPI and .PAINPLAN) or the Current Opicid Misuse Measure
(COMM) screening tool] be utilized and reviewed by the provider. A
positive screen should be addressed with the patient and documented in
the EMR. Strong consideration should be made for the ongoing safety of
continued prescription.

2. Functional goals should be reviewed. One structure for doing so is by
using 5 "A"s— Analgesia, Activity, Adverse Effects, Aberrant Substance-
Related Behaviors and Affect. It is recommended that the tenets of the
FCM pain follow-up template or Smartphrase .PAINHPI be used.

3. PMP search is required at least every 3 months.

4. These visits can be combined with cther chronic diseases at the
discretion of the provider.

ii. Annually — It is recommended that patients on controlled substances for chronic
pain management have an annual visit appeintment where only the chronic pain
issues are discussed and addressed. Annually, an in depth pain visit is required
where the Supervised Medication Agreement must be reviewed and this review
documented; a PMP search must be cbtained; Current Opicid Misuse Measure
(COMM) screening tool should be considered, though the FCM Department EPIC
Smanrtphrases. PAINHPI and PAINPLAN can substitute.

14
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UDS - should be performed at the initiation of a SMA; at a minimum of every 3 months
for the first year; at least every 6 months thereafter; with cleser monitering as
circumstances warrant. A UDS may be performed randomly by asking patient tc come to
office and give urine for specimen in order to get a prescription at the discretion of the
provider. The UDS test is expensive and not covered by all insurers so judicious
ordering is recommended and it should not be crdered on every patient visit unless there
is concern for aberrant behavior/misuse. It is recommended that controlled substances
not be prescribed or continued for a new patient until appropriate UDS results are
obtained. UDS obtained external to our practices (including the Emergency
Departments) should not necessarily be considered a disqualifier as the rate of false
positives and negatives of those screens is high unless a confirmatory test is performed.
Pill Counts — Randem calls for pill counts may be used, and are recommended for
patients for whom there is a concern for diversion.

Contract Violations —See below

No Mailing — Prescriptions for epicid/narcotic medications should NOT be mailed.
Printing Prescriptions — It is expected that all prescripticns for controlled substances
provided to the patient will be printed electrenically on safety paper. In the rare event
that the EPIC system is down and a handwritten prescription is given, it is expected that
this will be documented in the patient record. Schedule lll, 1V and V medications must be
issued electronically. These may be printed on safety paper, print/faxed on plain paper
or called in by the nurse with appropriate decumentation in the EHR.

i. Pain Management Consultations — Consultation and possible co-management
with a Pain Management specialist is recommended for patients on a MME
dosage of > 50 and strongly recommended where reasenably available for
patients on a MME dosage of > 90. Providers are strongly encouraged to titrate
<90, especially where pain referral and co-management is not available.

URINE DRUG TESTING
1. Ordering

a.

EPIC ordering — The most recent available drug test “with confirmation” is
recommended. As of the update of this policy, this was the “Prescription Abuse
Monitoring 15 Panel” (A23015) under order entry.

Documenting time of last dose — Providers or nurses MUST document date, time, and
amount of iast dose in order to allow for proper interpretation of the UDS. This should
include all controlled substances that the patient is taking.

If checking for benzodiazepines such as clonazepam (Klonopin} or alprazolam
(Xanax)} — List the drugs that should be present in the screen in the comments section of
the order.

d. Clonazepam (Klonopin) — should be ordered separately due to its decreased sensitivity
in being picked up on the UDS.
2. Collecting

a. Collect at least 40ml of fresh urine in a sterile urine container.
b. Label the container in the presence of the patient with first and last name and DOB.
3. Interpreting
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a. Urine Creatinine — a specimen censistent with normal human urine usually has a
creatining concentration greater than 20mg/dL. A concentration of less than 20mg/dL is
censidered abnormally dilute and less than 5mg/dL is not consistent with human urine.

b. Confirmatory Testing — all positive tests on the UDS 15 are automatically confirmed by
follow-up gas chromatography or mass spectrometry testing.

c. Micit drug detection — detection of illegal drugs (cocaing, marijuana, cannabinoids,
etc.) or contrelled medications that are not prescribed is considered a viclation of the
SMA,

d. True Negative Urine Results (binging vs. diversion) — the lack of prescribed contrelled
medication in a UDS when the last dose was documented within the window of detection
is considered a viclation of the CSA/SMA. Of note, due to its rapid metabolism,
clonazepam could be taken appropriately and fail to be demonstrated in a UDS.

e. For assistance in interpreting results, call 1.877.40.RXTOX (1.877.407.9869) for the next
available toxicology specialist at Quest.

VIOLATIONS OF CSA/SMA

1.

Viclations of the CSA/SMA include but are not limited to not giving a UDS sample when
requested; UDS samples containing illegal substances, not ceontaining prescribed substances or
being too dilute; frequent calls for early refills; repetitive lost/stolen medication or prescription.
Patients who viclate CSA/SMA will not be automatically dismissed from the practice but will be
informed in writing that the practice will no longer be prescribing contrelled medications to them.
This will be documented in the problem list and FY1 sectien of EPIC. Providers are encouraged
te continue to provide medical care to these patients without the prescription or continuation of
contrelled medications. In extreme circumstances, if the provider believes that the patient needs
te be dismissed from the practice, they should contact our Patient Liaison at 540-981-7798 or
the Regional Medical Director.

Patients who violate a CSA/SMA will be educated about addiction and given information and
resources to obtain addiction and substance abuse treatment and counseling. Resources can
include Substance Abuse and Mental Health Services Administration 1-800-662-HELP at
findtreatment.samhsa.gov and National Institute on Drug Abuse (NIDA) at drugabuse.gov.

OTHER ISSUES / CONCERNS
Separate documents will be created as “Guidelines” to provide tools to assist with the management of
patients whe are being treated for chronic nen-malignant pain.

Approvals
[Name T mile ] Dept/Commitwe [Date 1]
ichael Jeremiah, amily and Lommunity

MD Chair Medicine
Family and Community
Kim Roe VP Medicine
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PRESCRIPTION OPIOIDS: (==

WHAT YOU NEED TO KNOW

Prescription opioids can be used to help relieve moderate-to-severe pain and are often
prescribed following a surgery or injury, or for certain health conditions. These medications can
be an important part of treatment but also come with serious risks. It is important to work with
your health care provider to make sure you are getting the safest, most effective care.

WHAT ARE THE RISKS AND SIDE EFFECTS OF OPIOID USE?

Prescription opioids carry serious risks of addiction and
overdose, especially with prolonged use. An opioid overdose,
often marked by slowed breathing, can cause sudden death. The
use of prescription opioids can have a number of side effects as
well, even when taken as directed:

* Tolerance—meaning you might need o Nausea, vomiting, and dry mouth QY (sceiving prescription

to take more of 2 medication for the e  Siespiness and dizziness opioids long term
same pain relief o Tkl in a primary care
«  Physical dependence—meaning you setting struggles with
* Depression addiction

have symptoms of withdrawal when
2 medication is stopped * Low levels of testosterone that can * Findngs from one study

o Increased sensitivity to pain result in lower sex drive, energy, and strength

* |tching and sweating

* Constipation
RISKS ARE GREATER WITH:
* History of drug misuse, substance use Avoid alcohol while taking prescription opioids.
disorder, or overdose Also, unless specifically advised by your health care

. i er, medications 1o avoid include:
* Mental health conditions (such as depression s !

or anxiety) * Benzodiazepines (such as Xanax or Valium)
e Sleep apnea e Muscle reiaxants (such as Soma or Flexeril)
*  (ider age (65 years or older) *  Hypnotics (such as Ambien or Lunesta)
* Pregnancy o (ther prescription opioids

Association

( I k U.S. Department of
. ‘:\/(- cbC | . an Services % American Hospital
l t" I O

17



&

Updated CARJUON CLINIC

1/2018 FAMILY AND COMMUNITY MEDICINE

KNOW YOUR OPTIONS

Talk to your health care provider about ways to manage
your pain that don't involve prescription opioids. Some of
these options may actually work better and have fewer
risks and side effects. Options may include:

O Pain relievers such as acetaminophen, ibuprofen,
and naproxen

O Some medications that are also used for depression
of seizures

O Physical therapy and exercise

O Cognitive behavioral therapy, a psychological, goal-
directed approach, in which patients learn how to
modify physical, behavioral, and emotional triggers
of pain and stress.

IF YOU ARE PRESCRIBED OPIOIDS FOR PAIN:

D Never take opioids in greater amounts or more often than prescribed.
O Follow up with your primary health care provider within ___ days.

~ Work together to create a plan on how to manage your pain.
Talk about ways to help manage your pain that don’t involve
prescription opioids.
—~ Talk about any and all concerns and side effects.
O Help prevent misuse and abuse.

~ Never sell or share prescription opioids.
~  Never use another person's prescription opioids.

O Store prescription opioids in a secure place and out of reach of others
(this may include visitors, children, friends, and family).

SessEERRREERSREERIRRRRRRRIRRRNS,

Be Informed! <€ - eerrmrniniiannins e,
1 O Safely dispose of unused prescription opioids: Find your community
Make sure you know the name of your : drug take-back program or your pharmacy mail-back program, or
medication, how much and how often to take flush them down the toilet, following guidance from the Food and Drug
: 8 and its potential risks & side effects. Administration (www.fda.gov/Drugs/ResourcesForYou).
Beessanrisstiiassnsivivasioniaiersisississisincisoene® 3 O Visit www.cde.gov/drugoverdose to leam about the risks of opioid abuse

and overdose,

O f you believe you may be struggling with addiction, tell your heaith care
provider and ask for guidance or call SAMHSA's National Helpline at
1-800-662-HELP.

LEARN MORE | www
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Dear @NAME®@,

I want te notify you regarding strict new laws the Virginia Board of Medicine enacted on March 15,
2017, which affect the prescribing of opicid (narcotic) medications for pain. This law was enacted due to
cencerns regarding a statewide increase in opioid addiction, abuse, overdoses and opicid related

deaths.

This new law requires a change in my practice as well as all medical practices in our state. The

following changes will be made immediately in accordance to this new law

A Supervised/Controlled Substance Agreement and its requirements will need te be read,
understood and signed.

Office visits for pain management will need to occur at least every 3 months. Refills for opiates
will not be provided for tardy visits until an office visit has been completed.

For patients on higher dosages of opiates, | may require office visits every month. The new
pelicies and regulations require that | taper doses below strict levels and to the lowest possible
dose. Additionally, for some patients, | am required to make a referral to a pain management
specialist.

Due to the strict new laws, it is important to adhere to changes in your medication refill process.
Please discuss this with your provider.

A urine drug screen is now required at least every 3-6 months.

Because of the increased risk of accidental overdese, if you are on the following medications (in
addition to your pain medicines), | will need to taper you off these medications benzodiazepines
(Xanax, Klenopin, Ativan, Valium, Restoril, etc), sedative hypnotic sleeping pills (Ambien,
Senata, Lunesta) and certain muscle relaxers (Soma/Carisoprodol).

Given the new law, | ask that you please schedule an office visit so that we can review our goals for
your pain management.

In closing, | apclogize for any inconveniences that this new law presents. However, | am obligated to

adhere

to laws passed by Virginia legislature and overseen by the Virginia Beard of Medicine. With that

said, | remain committed to providing optimal and safe medical careg, which includes your pain
management.

Sincerely,

@ME@
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The Virginia Board of Medicine has adopted emergency regulations 18 VAC 85-21-10 et seq. that
establish new rules regarding the prescribing of opioids for pain treatment and buprenorphine for
addiction treatment. The regulations became effective March 15, 2017 and reflect updates released
on August 24, 2017. thlvtpublhhodmabbrwbndmoft}nmngﬂlbuufum

reference. To view a full copy of the regulations, please visit the V!

Virginia Board of Medicine website

New Requnrements for Treatlng Acute Pain

as Tln B | !-’

than 3 m

1| [r,

Step 1
Before prescribing an opioid for acute pain,
consider the following

» Consider non-pharmacologic and non-opioid
treatments. If an opioid is necessary for acute pain

Step 2
Query the Prescription Monitoring Program (PMP) in
accordance with Virginia Code § 54,1-2522.).

» Query the PMP for opioid prescriptions longer than
?d.ylmdlwqudunudm‘dm-swu

* Current law and exceptions can be found here.
» Assign delagate to query the PMP on your behalf

Step 3
Follow these guidelines when choosing the
strength, length, and pill supply:

» Limits to the number of days in a supply:

Special Considerations

Do co-prescribe naloxone when the following risk
factors exist:

¢ Prior overdose

» Substance misuse

» Doses in excess of 120 MME [day

» Concomitant benzodiazepine is present

Don't co-prescribe an opioid if these medications are
currently prescribed:*
* Benzodiazepines
+ Sedative hypnatics
» Carisoprodol
» Tramadol
*if there b an externuating circumatance, a prescriber
may co-prescribe an opioid In this care, the prescriber
s required to docurment a tapering plan to achieve the
lowest possible effective dose

Buprenorphine Is not indicated for acute pain
in outpatient setting, except when a waivered
buprencrphine prescriber is treating pain in a patient
whose primary diagnosis is the disease of addiction,

* Acute: 7 duys”
+ Emergency department discharge: 7 days” St.P4
* Post-surgical: 14 days* Include the following required documentation in

» Limits to the number of pills in a supply:
* Follow manufacturer’s directions for use®
» Limits to the prescribed strength:

the medical record
» Description of the pain

* » 50 MME, document reasons in the medical » Presumptive diagnosis for the pain origin
record » Examination appropriate to the complaint
* > 120 MME, document reasonable justification » Treatment plan
or refer to or consult with a pain management w1

specialist
*May prescribe longer and/or exceed the manufacturer’s
directions for use if extenuating circumstances are clearly
documented in the medical record
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New Requirements for Treating Chronic Pain

(Pain lasting more than 3 months)

Step 1
Before prescribing an opioid for chronic pain,
complete the following:
» Consider non-pharmacologic and non-opioid
treatment for pain
» Perform a medical history, physical examination,
including a urine drug screen or serum medication
level, and mental status examination and document in
the medical record
» Discuss with the patient
* The known risks and benefits of opioid therapy

* The responsibilities of the patient during treatment,

including secure storage and proper disposal
* An exit strategy for the discontinuation of opiloids
if not effective

Step 2

Query the Prescription Monitoring Program
(PMP) in accordance with § 54.1-2522.] of the
Virginia Code

» Query the PMP for opioid prescriptions longer than
7 days and longer than 14 days following surgery or
invasive procedures, unless exempted
* [Effective upon Govemnor's signature (Spring 2017)
* Current law and exceptions can be found hes

» May assign a #alegate to query the PMP on your
behalf

Step 3
When choosing the strength of an opioid
prescription, follow these guidelines:
» Limits to the prescribed strength
* » 50 MME /day. document reasons in the medical
record
* > 120 MME /day, document reasonable justification
in the medical record and refer to or consult with a

pain management specialist

Special Considerations

factors exist:
» Prior overdose
» Substance misuse
» Doses in excess of 120 MME /day
» Concomitant benzodiazepine Is present

Do regularly evaluate for opioid use disorder and
initiate treatment, corsult with an sppropriate
healthcare provider, or refer for evaluation for
treatment if indicated

Don't co-prescribe an opioid if the patient is already
taking these medications”

» Tramadol
*If there is an extenuating crcurmstance, a prescribes
may coprescribe an opeord In this case. the prescriber
s requared to docisment 2 tapering plan to achieve the
lowest passible effective dose

Don't prescribe buprenorphine mono-product in the
tablet form for chronic pain,
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Step 4
Establish a treatment plan that includes:

P Measures to determine progress in treatrment

* Pain relief and improved physical and
prychosocial function

+ Guality of ke

» Further dagnostic evahustons and the extent
to which the pain 11 associated with physical and
prychosocial imparment

P The presence of sbvence of s indicators for
maedication misuse or diversion and take
sppropriste sction

Step S

Include informed consent in the medical record:
» Ruks
> Benehts
» Ahemative approaches

Step 6
Include a written treatment agreement in the
medical record that includes:

» Parsmeten of teetment

? Permason for the practioner to obtain urine dnug
screens of 1erum madicaton levels, query and
recaive reports from the PMP. and conmult with other
prescribers or pharmacists

» Expected outcomes of treatment

» Limitations and side effects

» Patient signature

&
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| Step7
. During the course of treatment, complete the

»
»
»
»

following every 3 months:

Review the courss of treatment

Documant the rationale to continue opiowd therapy
Check the Prescriphion Monrtoring Program
Order and review & unne dnag screen of senam
medicabon levels ot laast every 3 montha for the
first ysar of treatment and at least every § months
tharsafter

K continuing opioid treatment. document the
continued beneft in the medcal record  IF a patient’s
progress is uraatisfactony, consder other trestment
optons

Step 8
Perform additional consultations if needed

»

»

When necessary to achieve trestment goals, refer the
patiert for addittonal avelustion and treatment
When a prescriber makes the diagnoss of opead use
disorder, the prescribar shall:

* krntuate treatment for opioid use duorder OR

* Reter the patient for avaluation and treatrnent

Step 9
Keep detailed medical records that inchude:

4
»
»

- v v v v W

Madcal history and physical exanwnation

Past medical history

Apphicable records from prior trestrment praviders
andjor sny documentation of attempts to obtain
Disgrostic, therapeutic and laboratory results
Evalustions and consultations

Tremrnent goals
Duwaussion of niks and benefts

Indormed consent and agreemaent for trastrment
Trastments
Maecdications (inchuding date, type. dosage, and
quantity prescrbed and relils)

Pateert mstructions

Periodic reviewn
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New Requirements for Prescribing of Buprenorphine

for Addiction Treatment

Step1

All prescribers must be waivered by the

Substance Abuse Mental Health Services

Administration (SAMHSA), reqistered with

the Drug Enforcement Administration (DEA),

and follow all state and federal laws governing

buprenorphine prescribing.

» Nurse Practitioners and Physician Assistants must

be waivered and have a practice agreement with a
waivered physician

Step 2

Before prescribing buprenorphine to treat opioid
use disorder, perform and document a patient
assessment that includes:

¢ Urine drug screen
» Pregnancy test for women of childbearing age and
ability

» Infectious disease testing for HIV, Hepatitis B,
Hepatitis C and TB, when dlinically indicated

Step 3
Query the Prescription Monitoring Program
(PMP) before initiating and during treatment

» May assign a delagate to query the PMP on your
behalf

Step 4
Establish a treatment plan that includes:
» The practitioner’s rationale for selecting medication
assisted treatment
» Patient education
» Written informed consent

Step 5
During the induction phase, follow these
guidelim-.
» Initiate treatment with no more than 8 mg.
buprenorphine, except for medically indicated
circumstances as documented in the medical record

» The prescriber shall see the patient at least once a
week

Step 6
During the stabilization phase. follow these
guidelines:

b Increase the daily dosage of buprenorphine in safe
and effective increments to achieve the lowest dose
that avoids intoxication, withdrawal, or significant drug
craving

24
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Step 7
During the course of treatment:
* Ensure counseling for the patient (see special considerations for details)
*» Limits to strength of prescription:
* Document in the medical record rationale for prescribed doses exceeding 16 mg. of buprenorphine per day
* Do not exceed 24 mg. of buprenorphine per day
* Require urine drug screens or serum medication levels at least every 3 months for the first year of treatment and at
loast every 6 months thereafter
» 'ﬁmudﬂhd—e-dmmw
lhthquh
Appropriate frequency of office visits
. l'lm
* Checks of the Prescription Monitoring Program (PMP)
* Incorporate relapse prevention strategies into counseling or assure that they are addressed by a mental health service
provider, as defined by § 54.1-2400 ) of the Virginia Code

Step 8
Include the following required documentation in the medical record
* Records shall be timely, accurate, legible, complete and readily accessible for review
» Treatment agreement and informed consent
» Confidentiality requirements of 42 CTR Parr 2
» Compliance with Board of Medicine Regulations 1¢VACSS 10 77
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Contact Information

Virginia Board of Medicine
Perimeter Center

9960 Mayland Drive, Suite 300
Henrico Virginia 23233-1463
Telephone: 804-367-4600
medbd@dhpvirginia.goy

Virginia Prescription Monitoring Program
Perimeter Center

9960 Mayland Drive, Suite 300

Henrico, Virginia 23233-1463

Telephone: B04-367-4514 or 804-367-4409
Fax: 804-527-4470

pmp@dhpyirginia gov
Medical Society of Virginia
2924 Emerywood Pkwy Ste 300
Richmond, VA 23294-3746
804-377-1033

}_‘192.“':10"""_':'."'“ e .]
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TABLE 2. MORPHINE MILLIGRAM EQUIVALENT (MME) DOSES FOR COMMONLY PRESCRIBED

OPIOIDS
Opioid Conversion factor®
Codeine 0.15
Fentanyl transdermal (in mcg/hr) 24
Hydrocodone 1
Hydromorphone 1
Methadone
1-20 mg/day 4
21-40 mg/day 8
41-60 mg/day 10
261-80 mg/day 12
Morphine 1
Oxycodone 15
Oxymorphone 3
Tapentadol' 0.4

Source: Adapted from Von Korffl M, Saunders K, Ray GT, et al. Clin J Pain 2008:24:521-7 and Washington
State Interagency Guideline on Prescribing Opioids for Pain
(hitp:/www agencymeddirectors. wa,gov/Files/201 SAMDGOpioidGuideline, pdf).
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PRESCRIBE TO SAVE LIVES!

Increasing access to naloxone for at-risk individuals and their families is supported by the American Medical
Association, American Pharmacists Association, American Society of Addiction Medicine, the World Health
Organization and the Office for National Drug Control Policy.*” Also see: www.prescribetoprevent.org

INTRA-NASAL INTRA-NASAL
RELEASED IN 2016
STRENGTH Naloxone 1mg/1mL Naloxone 4mg/0.1mL Naloxone 0.4mg/ 1mL Naloxone 0.4mg/1mL
QUANTITY Two 2 mL prefilled #1 twa pack Two single-use #1 two pack
Luer-Jet™ Luer-Lock 1 mL vials
needleless syringe
PLUS 2 mucosal atomizer
devices (MAD-300)
SIG Spray 1 mL (half of Spray full dose into Inject | mLin shoulder  Use as directed by
for suspected the syringe) into each one nostril, Repeat or thigh. Repeat voice-prompt, Press
opioid overdose  nostril. Repeat after into other nostril after after 2-3 minutes i black side firmly on
2-3 minutes if no or 2-3 minutes if no no or minimal response.  outer thigh, Repeat
minimal response, or minimal response. after 2-3 minutes if no

or minimal response.

REFILLS Two Two Two Two

OFFER BUPRENORPHINE
TREATMENT BUPRENORPHINE TRAINING & CERTIFICATION

Highly effective in reducing illicit opioid use®* * elraining and Practice Tools www.buppractice.com
Associated with reduced overdose death rates!” + ‘Buprenorphine Physician Training Events

Very low risk for overdose

Decreased risk of abuse

Available in ambulatory care settings

www.buprenorphine.samhsa.gov/training.html

.

.

) www.pcssmat.org
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Tapering

A gradual reduction of benzodiazepines and barbiturates Is slower than opiates. For benzodiazepines
the dose should be reduced by less than 10% every 3 days. Oploids can be tapered at a higher
percentage of 20% every other day. 1 week for opiates and up to 8 weeks for benzodiazepines. If the
reduction of more than one medication is indicated and contacts with the patient are limited, it is
probably wisest to decrease only one at a time. Provide the patient with a daily taper schedule and ask
the patient to call periodically with an update.

Pain Clinical Manual Second edition Margo McCaffery, RN, MS, FAAN, Chris Pasero RN,

MSNc, mosby 1999,
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INTERPRETATION OF OPIATE URINE DRUG SCREENS

Health Pariners Evidence-based Summary

Urine drug testing is highly reliable, but false positives can rarely occur for some drugs. As always,
clinical judgment is necessary when interpreting test results. The length of time a drug can be detected
in the urine varies due to several factors, including hydration, desing, metabelism, body mass, urine pH,
duration of use, and a drug’s particular pharmacokinetics. (See table below for some “average” times

for different drugs.)

Length of Time Drugs of Abuse Can Be Detected in UrineDrug

Alcohol

Amphetamine
Methamphetamine
Barbiturate

Short-acting (eg, pentobarbital)
Leng-acting (eg, phencbarbitol)
Benzcdiazepine

Short-acting (eg, lorazepam)
Long-acting (eg, diazepam)
Cocaine metabolites
Marijuana

Single use

Moderate use (4 times/wk)
Daily use

Long-term heavy smoker
Opioids

Codeine

Hercin (detected as morphine)
Hydromorphone

Methadcne

Morphine

Oxycodone

Propoxyphene

Phencycliding

-- Mayo Clinic Proc. 2008; 83(1)66-76

Time
7-12h
48 h
48 h

24 h
3 wk

3d
30 d
244

3d
57d
10-15d
30d

48 h

48 h
2-4d
3d
48-72 h
2-44d
6-48 h

8d

Sometimes the specific drug ingested is not detected, but instead one of its metabolites is found.
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Opiate/Opioid Metabolism

/Dihydrocodeine
Hydrocodcone ™
Codeine/ Y “ Hydromorphone

\

Morphine
— b

Heroin messpG. A M

Oxycodone = Oxymorphone

Two types of urine drug tests are used for HealthPariners patients — immunoassay and gas
chromatography-mass spectrometry (GC/MS). The first test done is the immuncassay. This can be
susceptible to false positives, se when a positive result is cbtained it is confirmed by GC/MS.or the pain
management urine drug screen,/MS is done for these drugs regardless of the immuncassay screen
result morphine, codeine, oxycedone, oxymorphone, hydrocodone, hydromorphone. The GC/MS
cenfirmation assays are highly reliable and specific tests with very rare interferences. Fentanyl
(Duragesic) is not easily detected in either urine or serum. Our current system does not allow accurate
determination of the presence of this drug. HealthPartners may purchase new equipment that will make
this possible within the next year. Until that happens, you will not be able to tell whether a patient is
using fentanyl (Duragesic patches) based on the results of the urine drug screen.

Discussion

Current urine drug testing methods were designed to identify illicit use of drugs in the forensic or
cccupational setting. In this setting, high specificity was needed tc aveoid a false positive result and this
was carried out by using a relatively high cutoff concentration needed to trigger a positive result. In the
setting of pain management compliance testing, both drug pharmacokinetics (how the body acts on a
drug) and testing limitations that affect the results of urine testing must be understood for proper
interpretation.

Although the name “opiate” is often used to describe any member of the class of drugs that acts on
opioid receptors, the term “opiate” properly refers to the natural alkaloids found in opium poppy resin
(Papaver somniferum), which include merphine, codeine and thebaine. The term “opioid” refers to the
synthetic and semi-synthetic opicid receptor drugs, including hereoin, hydremerphone, hydrocodene,
oxycodene, oxymorphone, buprenorphine, fentanyl, and methadone.

3
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_ Concenirations above the
Half life cutoff will screen positive
Drug (hr) Metabolites for
morphine 1.5-6.5 | normorphine, hydromorphone (<2.5%) Opiates
codeine 1-4 morphine, hydrocodone [<11%]), norcodeine Opiates
oxycodone 4-12 | oxymorphone, noroxycodone Oxycodone
oxymorphone j-6 G-hydroxy-oxymorphone Oxycodone
hydrecodone 35-9 | hydromorpheone, norhydrocodone, dihydrocodeine Opiates
hydromorphone 3-9 hydromorphol Opiates

* bolded metabolites are identical to pharmaceutically available drugs

Assay Technologies The pain management urine drug screen offered within the HealthPartners Family
of Care consists of two steps. First, a qualitative (positive/negative) immunoassay screen is completed,
including tests for opiates (300 ng/mL cutoff), oxycodone (100 ng/mL cutoff), amphetamine, barbiturate,
benzodiazepines, cocaine, methadone, PCP, propoxyphene, and THC. These drugs are reported as
positive if they are present at a concentration above the designated cutoff (see Regions Hospital
Laboratory Toxicology website on myPartner for specific cutoffs and drugs detected) and confirmed as
positive by GC/MS. For the pain management panel only, regardless of the screen results, GC/MS
confirmation for the following drugs are completed and reported individually as positive/negative with a
detection limit of 100 ng/mL morphine, codeine, oxycodone, oxymorphone, hydrocodone,
hydromorphone. This allows for higher sensitivity and specificity along with offering results for each
drug individually.

In general, immunoassay technologies are susceptible to interfering substances (false positives) and
cross-reactivity (true positives for non-target drugs, due to structural similarity) to varying degrees.
Accordingly, each result needs to be interpreted in the context of the clinical picture and in conjunction
with our confirmatory method of gas chromatography/mass spectrometry (GC/MS). The immunoassay
for opiates is primarily targeted to detecting morphine, hydrocodone, dihydrocodeine, codeine, 6-
acetylmorphine (metabolite of heroin), and hydromorphone. Due to that assay's insensitivity for
oxycodone, the oxycodone assay is utilized to detect oxycodone and oxymorphone. The GC/MS
confirmation assays are highly reliable and specific tests with very rare interferences.

Detection Windows

The window to detect the presence of a particular drug in a person’s urine is highly dependent on
multiple factors, such as Hydration - More dilute urine from high fluid intake may cause dilution of drug
and therefore a negative result due to levels present but below the cutoff. Conversely, a patient may
greatly reduce fluid intake in order to concentrate their urine when trying to mask inappropriate reduced
intake of their prescribed drug.

32
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Dosing - If a patient is on a low dose or has a long interval between doses, the level of drug in their
uring may be toc low to be detected by the immuncassay cor confirmation assay, i.e. below the cutoff.
Similarly, the time between the last dose of a drug taken and the collection of the urine specimen may
affect if the drug is present at concentrations adequate to produce a positive result.

Metabolism - Metabolism is unique to each individual, determined by genetic and envircnmental
factors. Genetic polymorphisms of the CYP450 2D6 enzyme can cause individuals te be poor or rapid
metabolizers of opicids and other drugs metabolized by those enzymesi. Additicnally, environmental
influences further complicate metabolism. For example, co-administered drugs that are alsc
metabolized by CYP450 enzymes used by the cpicids or that inhibit CYP450 2D6 cause decreased
metabolism, see Table below. Conversely, rifampin and dexamethasene are known te induce CYP450
2D6, causing increased metabelism of opicids with a resulting shortened detection window. Other
factors affecting metabolism include age, sex, ethnicity, and renal or liver impairment.

TABLE 3 Cytochesme P430 2D6 Substrales. Inhibitors. and inoucers

ATILIN T Imttoakoer Incicors
ARftarsh ctfimas agenee SxRh A e Azl gamny Anliddotic
Low ainade Flemctnc S Chebeaphi wyxnc Rulurmpm
Fliow wiinde Fliavramiune [T Histatsmsme M ¢ 4 visen mmiigenists Lo orhic ot
Lo ume Punsctioe Antygn vt apents Ciarwrtaudne Desawethmsone
Mevlchme Frawilis LR T R FE T Ranciubine
Propufetume Aspicwigtylane : yenmiol bt drugs
Spuntomne Amocapine Lo L -nammed Celecaxil
F Chormdprarmioe N Dewonsbucin
Alpeew il D iprasmine Dubcoverine Ritemaver
Carvedilol Duorcps R Tortmaafius:
Metopratol Fruapram ne Colopram
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SNRI » wrutsmnn ¥ hrine rrwptaks ushdvoer, SSRI = welacnw woninme epplabe mbdbor,
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Other Factors

The detection window of a drug is also affected by duration of use, body mass, urine pH and a drug’s
particular chemistry, i.e. half-life and velume of distribution. If a negative result is obtained for a drug
prescribed to the patient, the entire clinical picture must be taken inte consideration to determine if the
patient was 1) not taking the drug, 2) taking a lower dose than instructed, or 3) taking the drug properly
but the results were negative due tc one of above factors. Similarly, if a positive result is obtained for a
drug not prescribed to the patient, the entire clinical picture must be taken into consideration to
determine if the patient was taking the non-prescribed drug, has a false positive result (applies to
immunocassay conly) or if the drug is simply a metabolite of a prescribed drug (as applicable).
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The following figure exemplifies the amount of variation pessible in the concentration of drug present in
individuals taking the same dose of a drug2. In this example, 36 healthy participants that had taken no
drugs in the previcus 30 days were given cne of 3 doses (n=12 per dese) of OxyContin®. The following
shows the combined distribution of multiple urine specimens taken from each individual days 3 and 4
after dosing began

S 80 mg
8.

N 4umg

° ‘W ——

0 10000 20000 3000
Row LC-MS-MS Disirbusion by Dosc Levol

Interpretation Cautions

Interferents, sensitivity and cutcffs vary by immunoassay, see Reference 3 for a review of
immunoassay types and interferents; EMIT assays are used by Regions Hospital's Toxicology
lab, which serves the entire HP Family of Care.

Hydromorphone has been shown te be a miner metaboelite in chrenic pain patients receiving
high amounts of merphine. 4,5

Hydrocedene has been shown to be a minor metaboelite detectable in patients on high amcunts
of codeinet; as the metabelite of hydrocodene, hydromorphone may also be detectable in these
cases.

A small amount of codeine may be evident with morphine administration due to manufacturing
impurities (up to 0.04% of parent dose); high amounts of morphine should be present in these
cases.7

A small amount of hydrocedone may be evident with oxycodene administration due to
manufacturing impurities; high amounts of oxycodone should be present in these cases8
Ingestion of poppy seeds or herbal teas containing Papaveris fructus may cause a true positive
cpiate (merphine, codeine) results.9,10

Oxymerphene has a longer half-life than oxycodeone; a patient prescribed exycodene may only
have cxymorphone detected in urine.

Hercin is metabelized to merphing, which may be detectable after its use.
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e The dose taken cannct be extrapolated from drug screen results, even if a quantitative result is

obtained.
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Questions

Please reply to this e-mail, and your questions(s) will be directed to the author of this Pearl, Kalen
Qlsen, PhD, Clinical Laboratery Director.

Pearl Archive HUhttp//www.imehealthpartners.comU
All Pearl recommendations are consistent with professicnal society guidelines,

and reviewed by HealthPartners Physician Leadership.
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POLICY / PROCEDURE TERMINATION OF PHYSICIAN — PATIENT RELATIONSHIPS
CARILION CLINIC PRACTICES

Key Terms
Dismissal, Termination, Abandonment, Supervised Medication Agreement, No Show, Verbal Abuse)

l. PURPOSE

The Physician-Patient relationship is built on mutual trust, respect and a shared responsibility that has
therapeutic implications for patients. This pelicy cutlines criteria and obligations that should be met to
terminate a physician-patient relationship, mitigate risk to the physician, staff and Carilion Clinic, and
comply with regulatory and legal requirements.

li. Scope
The scope of this policy applies to all patients receiving care from a Carilion Clinic practice, and all staff
working for Carilion Clinic practices.

lii. Definitions

¢ Electronic Medical Recerd (EMR) Computerized charting system containing patient information.

¢ Abandeonment The state of casting away, leaving or deserting a patient with an acute preblem or
in a medical crisis.

¢ Termination The ending of a relationship with a specific physician.

¢ Dismissal Written nctification of discharge from the care of a specific physician or physicians.

¢ No Show Failure to keep a scheduled appcintment in cne practice within the calendar year
without contacting the physician practice in advance te notify of cancellation. Safe Watch
Carilion’s event reporting system

¢ Verbal Abuse use of words to cause harm to the person being spoken te through insults,
intimidation, threatening, shaming, demeaning or otherwise dercgatory communication.

Iv. Procedure

The following criteria may be considered for dismissal / termination:
1. Verbal abuse, threats of physical harm, stalking or sexual advances towards any Carilion
Clinic physician, staff or other patients may result in immediate termination and dismissal from a
Carilion Clinic practice. Behaviors and dismissal need te be documented in the patient's medical
record.
2. Repeated failure to keep 3 consecutive, scheduled appeintments in the same practice in a
12-month period without contacting the physician practice may be considered for dismissal.
Consideration should be made to allow a patient to utilize same day cpen appeintments for
medical needs when available prior to dismissal. In the event the No Show is for a referral
appecintment, the referral may be discontinued, requiring a new referral to be made.
Appeintments may be scheduled as available.

Process for Physician-Patient Termination and Dismissal
It's important to ensure that supportive documentation is placed in the EMR in the event a decision is
made to terminate a provider / patient relationship or a dismissal. Contact with Clinical Risk
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Management is required prior to termination / dismissal. Documentation reflects interventions that have
been attempted, patient respense, and helps diminish risk to the organization.
1. A Verbal Discussion
e Adiscussion with the patient is an important first step to investigate reasons and solutions for
termination / dismissal consideration, and to set expectations for the patient, allowing for
changes in behaviors. A behavioral contract can be utilized.

e The Site Manager, Provider or Designee that wishes to terminate the relaticnship or dismiss the
patient is required to contact Clinical Risk Management at 540-381-7798 to examine the
reascns for termination / dismissal, and ensure that the following elements are documented in
the patient's EMR

o Documentation of the reascns / behaviors for termination / dismissal consideration in the
EMR, and/or warning letter with clear explanation of expectations. All letters must be
scanned into the EMR.

o Any interventions that have been taken/attempted to understand and resoclve root
causes of the issue, including a behavicral contract.

o The patient’s failure to keep 3 consecutive scheduled appointments in the same practice
in a 12-menth period, and interventions taken to understand reasons/barriers to being
able to keep appecintments.

2. A written notice sent to the patient indicating the intent to terminate the physician-patient relationship
is the second step after a verbal discussion. The letter must contain the following information:

e The reason for the termination.

e The date the termination will be effective (must be a minimum of 30 days from the date of the
letter). Statement addressing the importance of continuing medical care.

¢ Notification that continuing care for non-emergent conditions requiring timely care should be
scught at a lecal Urgent Care in the event ancther physician has not been selected within 30
days. All emergent conditions requiring immediate interventions need to be evaluated in an
Emergency Department.

e Areferral rescurce the patient may use to locate ancther physician, and/or provide alternate
previder names and contact information. Netification that they may alsc centact their insurance
company for a list of approved providers.

¢ An offer to send the patient’'s medicals records to a new provider upon receipt of a properly
completed medical record release autherization form. The release form is to be sent along with
the dismissal letter.

3. Patients who exhibit verbal abuse, threaten physical harm, stalking or sexual advances, or ctherwise
creates a threatening envircnment for physicians, staff or other patients may be terminated immediately
with a verbal discussion, but must have a written letter sent after the verbal termination with elements
cutlined under written notice. This event and letter needs 1o be decumented and scanned into the
patient's EMR.

4. Physicians need to prescribe medications for 30 days for patients with high risk and severe chrenic
conditions. Details of the prescribed medications need to be provided in the termination/dismissal letter.
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Patients with emergent or psychiatric needs may need to seek services through an Emergency
Department or local community services.

5. To facilitate the sharing of medical information with the patient's chosen provider, a Carilion Clinic
Authorization to Release Protected Health Information form will be sent with the written notice by both
regular, and certified mail, to the patient’s last known address. Copies of the written notice,
authorization form and certified letter form will be scanned into the EMR. Returned, unopened letters or
certified mail, and any correspondence with the patient and/or family after termination or dismissal will
also be scanned into and/ or documented in the EMR.

6. Patient's with an emergent medical condition, including a psychiatric crisis, and patients who are
greater than 20 weeks pregnant with potential signs of labor, shall have these conditions resolved or
stabilized prior to the termination. Urgent or time sensitive medical and psychiatric needs should be
resolved or addressed prior o termination.

7. Patients have the right to receive considerate, respectful, compassionate and appropriate clinical
care in a safe setting regardless of age, gender, race, color, national origin, religion, language, culture,
sexual orientation, gender identity and/or expression, marital or parental status, pregnancy, disabilities,
veteran's status, citizenship or source of payment. Accordingly, dismissal processes shall be
consistently applied.

8. In the event a workable solution is unable to be achieved, or there is continued disagreement
between Risk Management and the provider/practice, a review will be escalated to the Department
Chair and/ or designee for a decision.

9. In the event there is a request made to dismiss the patient from the organization for extenuating
circumstances, contact Risk Management to discuss the situation prior to dismissing the patient. If it's
determined there is a valid reason to continue this process, the situation will be escalated to Carilion
Police and the Legal Department for further investigation and recommendations.

V. OTHER ISSUES / CONCERNS
Please refer to the Supervised Medication Agreement for patient's being considered for termination /

dismissal for violation of the Supervised Medication Agreement

Approvals
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Opioid Risk Tool

This tool should be administered to patients upon an initial visit pricr to beginning opioid therapy for
pain management. A score of 3 or lower indicates low risk for future oploid abuse, a score of 4 to 7
indicates moderate risk for opicid abuse, and a score of § or higher indicates a high risk for opioid abuse.

Mark each box that applies Female Male

Famiiiy histery of substance abuse

Alcohal 1 3
lllegal drugs 2 3
Rx drugs 4 4

Personal history of substance ahuse

Alcohol 3 3
Wegal drugs 4 4
Rx drugs 5 5
Age between 16—45 years 1 1
History of preadolescent sexual abuse 3 0

Psychological disease

A0, OCO, bipolar, schizophrenia 2 2

Depression 1 1

Scoring totals

Auestionnaire developed by Lynn R. Webster, MD ¢ asses risk of opioid addiction.

Webstar LR, Wabster R. Pradicting aberrant behaviors in Opicid-treated patients: preliminary validation 39
of the Opieid risk too. Pain Med. 2005; & (&} : 432
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CURRENT OPIOID MISUSE MEASURE (COMM)™

The Current Opioid Misuse Measure (COMM)™ is a brief patient self-assessment to menitor chronic
pain patients on opioid therapy. The COMM™ was developed with guidance from a group of pain and
addiction experts and input from pain management clinicians in the field. Experts and providers
identified six key issues to determine if patients already on long-term opiocid treatment are exhibiting
aberrant medication-related behaviors: - Signs & Symptoms of Intoxication - Emotional Volatility -
Evidence of Poor Response te Medications - Addiction - Healthcare Use Patterns - Problematic
Medication Behavior

The COMM™ will help clinicians identify whether a patient, currently on long-term opicid therapy, may
be exhibiting aberrant behavicrs associated with misuse of opicid medicaticns. In contrast, the
Screener and Opicid Assessment for Patients with Pain (SOAPP®) is intended to predict which
patients, being considered for long-term opiocid therapy, may exhibit aberrant medications behaviors in
the future. Since the COMM™ examines concurrent misuse, it is ideal for helping clinicians monitor
patients’ aberrant medication-related behaviors over the course of treatment. The COMM™ |s:

* A quick and easy to administer patient-self assessment

» 17 items

» Simple to score

» Completed in less than 10 minutes

» Validated with a group of approximately 500 chronic pain patients on opioid therapy

» |deal for documenting decisions about the level of monitoring planned for a particular patient or
justifying referrals to speciaity pain clinic.

» The COMM™ is for clinician use cnly. The tocl is not meant for commercial distribution.

*» The COMM™ is NOT a lie detector. Patients determined to misrepresent themselves will still do so.
Other clinical information should be used with COMM ™ scores to decide if and when modifications to
particular patient's treatment plan is needed.

» |t is important to remember that all chronic pain patients deserve treatment of their pain. Providers
who are not comfortable treating certain patients should refer those patients to a specialist.

Please answer each question as honestly as possible. Keep in mind that we are only asking about the
past 30 days. There are no right or wrong answers. If you are unsure about how to answer the
question, please give the best answer you can.
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Please answer the questions using the
following scale:

Never

Seldem

Sometimes

%)

Often

Very

Often

1. In the past 30 days, how often have
you had trouble with thinking clearly or
had memory problems?

&

o

2. In the past 30 days, how often do
people complain that you are not
completing necessary tasks? (i.e, doing
things that need to be done, such as
going to class, work or appointments)

3. In the past 30 days, how often have
you had to go to someone other than your
prescribing physician to get sufficient pain
relief from medications? (i.e, another
doctor, the Emergency Room, friends,
street sources)

4. In the past 30 days, how often have
you taken your medications differently
from how they are prescribed?

5. In the past 30 days, how often have
you seriously thought about hurting
yourself?

G. In the past 30 days, how much of your
time was spent thinking about opioid
medications (having enough, taking them,
dosing schedule, etc )7?

4
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Please answer the questions using the

following scale:

Mever

Seldom

Often

Very

Often

o

7. In the past 30 days, how often have
you been in an argument?

O

O || Sometimes

Q

2. In the past 30 days, how often have
you had trouble controlling your anger
(e.g., road rage, screaming, etc.)?

o

9. In the past 30 days, how often have
you needed to take pain medications
belonging to someone else?

10. In the past 30 days, how often have
you been worried about how you're
handling your medications?

11. In the past 30 days, how often have
others been worried about how you're
handling your medications?

12. In the past 30 days, how often have
you had to make an emergency phone
call or show up at the clinic without an
appointment?

13. In the past 30 days, how often have
you gotten angry with peopla?

14. In the past 30 days, how often have
you had to take more of your medication

than prescribed?

15. In the past 30 days, how often have
you borrowed pain medication from
someone elsa?

16. In the past 30 days, how often have
you used your pain medicine for
symptoms other than for pain (e.g., to
help you sleep, improve your mood, or
relieve stress)?

42



@

e CARILIONCLINIC
1/2018 FAMILY AND COMMUNITY MEDICINE
o
5 £ E £ c
: 3 5 g | §2
_ z @ E >
Please answer the questions using the = ]
following scale:
0 1 2 3 4
17 In the past 30 days, how often have
you had to visit the Emergency Room? 2 9 2 2 2

Scoring Instructions for the COMM™

To score the COMM™, simply add the rating of all the questions. A score of 9 or higher is considered a
positive

Sum of Questions COMM indication
>or=9 +
<9 -

As for any scale, the results depend on what cutoff score is chosen. A score that is sensitive in
detecting patients who are abusing or misusing their opioid medication will necessarily include a
number of patients that are not really abusing or misusing their medication. The COMM™ was
intended to over-identify misuse, rather than to mislabel someone as responsible when they are not.
This is why a low cut-off score was accepted. We believe that it is more important to identify patients
who have only a possibility of misusing their medications than to fail to identify those who are actually
abusing their medication. Thus, it is possible that the COMM™ will result in false positives — patients
identified as misusing their medication when they were not.

The table below presents several statistics that describe how effective the COMM™ is at different cutoff
values. These values suggest that the COMM™ is a sensitive test. This confirms that the COMM™ is
better at identifying who is misusing their medication than identifying who is not misusing. Clinically, a
score of 9 or higher will identify 77% of those who actually turn out to be at high risk. The Negative
Predictive Values for a cutoff score of 9 is .95, which means that most people who have a negative
COMM™ are likely not misusing their medication. Finally, the Positive likelihood ratio suggests that a
positive COMM™ score (at a cutoff of 9) is nearly 3 times (3.48 times) as likely to come from someone
who is actually misusing their medication (note that, of these statistics, the likelihood ratio is least
affected by prevalence rates). All this implies that by using a cutoff score of 9 will ensure that the
provider is least likely to miss someone who is really misusing their prescription opioids. However, one
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should remember that a low COMM™ score suggests the patient is really at low-risk, while a high
COMM™ score will contain a larger percentage of false positives (about 34%), while at the same time
retaining a large percentage of true positives. This could be improved, so that a positive score has a
lower false positive rate, but only at the risk of missing more of those who actually do show aberrant
behavior.

COMM™ Cutoff Sensitivity | Specificity | Positive Negative | Positive Negative

Score Predictive | Predictive | Likelihood | Likelihood
Value Value Ratio Ration

Score 9 or above T 66 (66 95 348 08

©2008 Inflexxion, Inc. Permission granted solely for use in published format by individual practitioners

in clinical practice. No other uses or alterations are authorized or permitted by copyright holder.

Permissions questions: PainEDU@inflexxion.com. The COMM™ was developed with a grant from the

National Institutes of Health and an educational grant from Endo Pharmaceuticals.
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The Patient Health Questionnaire-2 (PHQ-2) - Overview

The PHQ-2 inquires about the frequency of depressad mood and anhedonia over the past

two weeks. The PHQ-2 includes the first two items of the PHQ-9.

B The purpose of the PHQ-2 15 not 1o establish final a diagnoss or to monitor depression
sevenity, but rather to screen for depressson in a “first step”™ approach.

B Patents who screen positrve should be further evaluated with the PHG-9 to determine
whether they meet cntena for a depressive disorder.

Clinical Utiihty
Reducing depression evaluation 10 two screening questions enhances routing inquiry
about the most prevalent and treatabie mental dsorder in primary care.

Scoring

A PHQ-2 score ranges from 0-6. The authors' ientified a PHQ-2 cutoff score of 3 as the
optimal cut point for screening purposes and stated that a cut point of 2 would enhance
sensitivity, whereas a cut point of 4 would improve specificity.

Psychometric Properties'
Major Deprassive Disorder (7% prevalerxe) Any Depressive Disorder (18% prevalence)

PHO-2  Serttwy  Spears . Pretine L2 Se TRty Spectctty  Postwe
Sooe Precicive Wom Pradua e
Valuy (PPV*) H i PPV

P %7 154 W

2 927 737 211 : 2 82.1 804 483

4 732 933 455 ‘4 20.9 979  81.2
| TIACTEYR

6 268 994 788§ i6 12.3 998 929

* Secause the PPV vanes with the prevalence of depression, the PPY will be hpher i settings with 2 hegher
preveience of depression and lower in sermings with & Jower prevaience.

1. Krpenke K. Sprtzer RL, Wilkarns /8. The Pabent Health Questionnaere-2: Vahdity of 3 Two-ltern Depresson
Screener. Medical Care 2003, (41) 12841294
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The Patient Health Questionnaire-2 (PHQ-2)

Patient Name Date of Visit

Over the past 2 weeks, how often have Not Several More  Nearly
you been bothered by any of the Atall Days ThanHalf Every
following problems? the Days Day
1. Little interest or pleasure in doing things 0 1 2 3
i. Feehngdowndepmssedorhopeless 0 1 2 3
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The Patient Health Questionnaire (PHQ-9) - Overview

The PHQ-9 is a multipurpose instrument for screening, diagnosing, monitoring and

measuring the severity of depression:

W The PHQ-9 incorporates DSM-IV depression diagnostic criteria with other leading
major depressive symptoms into a brief self-report tool.

B The tool rates the frequency of the symptoms which factors into the scoring
severity index.

B Question 9 on the PHQ-9 screens for the presence and duration of suicide ideation.

W A follow up, non-scored question on the PHQ-9 screens and assigns weight to the
degree to which depressive problems have affected the patient’s level of function.

Clinical Utility

The PHQ-9 is brief and useful in clinical practice. The PHQ-9 is completed by the patient in
minutes and is rapidly scored by the dinician. The PHQ-9 can also be administered repeatedly,
which can reflect improvement or worsening of depression in response to treatment.

Scoring
See PHQ-9 Scoring on next page.

Psychometric Properties

B The diagnostic validity of the PHQ-9 was established in studies involving 8 primary care
and 7 obstetrical clinics.

B PHQ scores 2 10 had a sensitivity of 88% and a specificity of 88% for major depression.

B PHQ-9 scores of 5, 10, 15, and 20 represents mild, moderate, moderately severe and
severe depression.’

1. Kroenke K, Spitzer R, Williams W. The PHO-9: Validity of a brief depression severity measure. JGIM, 2001,
16:606-616
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The Patient Health Questionnaire (PHQ-9) Scoring

Use of the PHQ-9 to Make a Tentative Depression Diagnosis:
The clinician should rule out physical causes of depression, normal bereavement and a history of a
manic/hypomanic episode

Step 1: Questions 1and 2
Need one or both of the first two questions endorsed as a “2" or a *3”
(2 = “More than half the days” or 3 = "Nearly every day”)

Step 2: Questions 1 through 9

Need a total of five or more boxes endorsed within the shaded area of the form to arrive at the total
symptom count. (Questions 1-8 must be endorsed as a “2" or a "3"; Question 9 must be endorsed
as"1"a"2'ora"3%)

Step 3: Question 10

This question must be endorsed as "Somewhat difficult™ or "Very difficult™ or

“Extremely difficult”

Use of the PHQ-9 for Treatment Selection and Monitoring

Step 1

A depression diagnosis that warrants treatment or a treatment change, needs at least one of the first
two questions endorsed as positive (“more than half the days™ or “nearly every day”) in the past two
weeks. In addition, the tenth question, about difficuity at work or home or getting along with others
should be answered at least “somewhat difficult”

Step 2

Add the total points for each of the columns 2-4 separately

(Column 1 = Several days; Column 2 = More than half the days; Column 3 = Nearly every day. Add the
totals for each of the three columns together. This is the Total Score

The Total Score = the Severity Score

Step 3
Review the Severity Score using the following TABLE.

fervnce

5-9 Minimal Symptoms* Support, educate 1o call if worse,
return in one month

* If symptoms present > two years, then probable chronic depression which warrants antidepressants or
psychotherapy (ask “In the past 2 years have you felt depressed or sad mast days, even if you felt okay
sometimes?”)

++ If symptoms present > one month or severe functional impairment, consider active treatment
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The Patient Health Questionnaire (PHQ-9)

Patient Name Date of Visit

Over the past 2 weeks, how often have Not Several More
you been bothered by any of the Atall Days Than Half
following problems? the Days

1. Little interest or pleasure in doing things 0 1

3famngot 3 1
sleeping too much

..............................................................................................................

ﬁbadtormnyouma o e :
failure or have let yourself or your family down

.................................................................................................................

7. Trouble concentrating on things, such as 0 1 2. AB
reading the newspaper or watching television

................................................................................................................

8. Moving or speaking so slowly that other 0 1 2 3
people could have noticed. Or, the opposite -
being so fidgety or restless that you have
been moving around a lot more than usual

or of hurting yourself in some way

Column Totals + +
Add Totals Together

10. If you checked off any problems, how difficult have those problems made it for you to
Do your work, take care of things at home, or get along with other people?
[ Not difficult at all [] Somewhat difficult [ Very difficult [[] Extremely difficult

© 1999 Pfizer Inc. All nghts reserved. Used with permission



