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Policy Title Controlled Substance Quantity Limits
Policy Number FS.CLIN.59

Application of pharmacy policy is determined by benefits and contracts. Benefits may vary based on
product line, group, or contract. Some medications may be subject to precertification and age, gender
or quantity restrictions. Individual member benefits must be verified.

This pharmacy policy document describes the status of pharmaceutical information and/or technology
at the time the document was developed. Since that time, new information relating to drug efficacy,
interactions, contraindications, dosage, administration routes, safety, or FDA approval may have
changed. If the Medical/Pharmacy Reviewer is aware of any new information on the subject of this
document, please provide it promptly to the Medical/Pharmacy Policy Department. This information
may include new FDA approved indications, withdrawals or other FDA alerts. This type of information
is relevant not only when considering whether this policy should be updated, but also when applying
it to current requests for coverage.

Members are advised to use participating pharmacies in order to receive the highest level of benefits.

Policy Controlled Substances that are subject to quantity level limits require prior authorization for
quantities requested above the limit. Quantities exceeding the limit may create safety
concerns or inappropriate utilization issues.

Medications subject to quantity level limits are reviewed by the Pharmacy and Therapeutics
(P&T) Committee. Medications that require prior authorization per the Controlled Substances
Prior Authorization must first meet prior authorization criteria before quantity limit exceptions
are considered. Medication requests that constitute duplicate therapy must first meet
duplicate therapy criteria before quantity limit exceptions are considered.

Controlled substances will also be subject to duplicate therapy or class quantity limits.
Duplicate therapy or class quantity limits will apply within two groups of medications: long
acting opioid medications and short acting opioid medications. Members who obtain a 30 day
supply of any combination of long acting opioids will not be permitted to receive an additional
supply of long acting opioids within that 30 day period, and members who obtain a 30 day
supply of any combination of short acting opioids will not be permitted to receive an additional
supply of short acting opioid medications within that 30 day period. The restriction also
applies to two different strengths of the same medication.

Medications that require prior authorization per the Controlled Substances Prior Authorization
must first meet prior authorization criteria before duplicate therapy exceptions are considered.

Agents that exceed quantity and/or frequency limits or duplicate therapy limits require prior
authorization (i.e., clinical pharmacy and/or medical director review).

Policy Refer to the manufacturers’ prescribing guidelines for the specific agents.
description

Policy Authorizations will be granted for a period of one year.
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Policy
guideline
exclusion

An increased quantity of an opioid medication is approved when all of the following
inclusion criteria are met:

Documentation of appropriate diagnosis upon visit with a qualified specialist

Documentation of titration to requested dose or treatment with an equal analgesic
dose of another opioid

® The requested doses do not exceed FDA or accepted clinical dosing guidelines
Quantity Limits (REAUTHORIZATION CRITERIA)

An increased quantity of an opioid is re-approved when all of the following inclusion
criteria are met:

(] Documentation of appropriate diagnosis upon visit with a qualified specialist

(] Documentation to support the efficacy associated with the current regimen (eg pain
scores, clinical response)

Duplicate therapy/Class quantity limits (INITIAL REQUESTS)

Duplicate opioid requests are approved when all of the following inclusion criteria are met:

Documentation of appropriate diagnosis upon visit with a qualified specialist
Documentation of insufficient response to previous treatments

Documentation of need for more than one long acting or more than one short
acting concomitant medication that exceeds a 30 day supply

The requested doses do not exceed FDA or accepted clinical dosing guidelines

In addition one of the following criteria must be met
o0 Documentation of intolerance or contraindication to higher doses of a single
opioid
O Dose requested does not exist in single tablet form

Duplicate therapy/Class quantity limits (REAUTHORIZATION REQUESTS)

Duplicate opioid requests are re-approved when all of the following inclusion criteria are met:

(] Documentation of appropriate diagnosis upon visit with a qualified specialist

® Documentation to support the efficacy associated with the current regimen (eg pain
scores, clinical response)

Suboxone and Buprenorphine (Subutex) will be subject to duplicate therapy limits. Patients receiving Suboxone and
Buprenorphine (Subutex) will have claims deny for additional opioid medications.

Opioids are approved in patients that have received Suboxone or Burpenorphine (Subutex) when the following
inclusion criteria are met:

. Documentation of treatment plan showing discontinuation of Suboxone or
Buprenorphine (Subutex)

Quantity Limits (INITIAL CRITERIA)

An increased quantity of an opioid medication is denied when any of the following
exclusion criteria are present:

(] No documentation of appropriate diagnosis upon visit with a qualified specialist
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Policy List of
Applicable
Drugs

analgesic dose of another opioid
® The requested doses exceed FDA or accepted clinical dosing guidelines

Quantity limits (REAUTHORIZATION CRITERIA)

An increased quantity of an opioid medication is denied when any of the following
exclusion criteria are present:

(] No documentation of appropriate diagnosis upon visit with a qualified specialist

(] No documentation to support the efficacy associated with the current regimen (eg
pain scores, clinical response)

Duplicate therapy/Class quantity limits (INITIAL REQUESTS)

Duplicate opioid requests are denied when any of the following exclusion criteria are present:

No documentation of appropriate diagnosis upon visit with a qualified specialist
No documentation of insufficient response to previous treatments

No documentation of need for more than one long acting or more than one short
acting concomitant medication that exceeds a 30 day supply

The requested doses exceed FDA or accepted clinical dosing guidelines

No documentation of both of the following
o Intolerance or contraindication to higher doses of a single opioid
O Dose requested does not exist in single tablet form

Duplicate therapy/Class quantity limits (REAUTHORIZATION REQUESTS)

Duplicate opioid requests are denied when any of the following exclusion criteria are present:

(] No documentation of appropriate diagnosis upon visit with a qualified specialist

® No documentation to support the efficacy associated with current regimen (eg pain
scores, clinical response)

Opioids are denied in patients that have received Buprenorphine and Naloxone (Suboxone) or Buprenorphine
(Subutex) when the following exclusion criteria is present:

. No documentation of treatment plan showing discontinuation of Buprenorphine and
Naloxone (Suboxone) or Buprenorphine (Subutex)

Number of Units per Month
Agent Names

(unless another period of time is noted)
[Acetaminophen/codeine 180 units per month
Acetaminophen/codeine liquid 2700ml per month
Actiq (fentanyl citrate) 120 units per month
Aspirin/codeine 180 units per month
[Avinza® (morphine sulfate) 30 units per month
Butalbital/aspirin/caffeine 50/325/40 180 units per month
Codeine/butalbital/acetaminophen/caffeine 30- 180 units per month
50-325
codeine/butalbital/asa/caffeine 30-50-325 180 units per month
Codeine phosphate 180 units per month




Codeine sulfate

180 units per month

Combunox® (oxycodone HCL/ibuprofen)

28 tablets per 7 days

Darvon N 100

180 units per month

Demerol® (meperidine HCL)

180 units per month

Dilaudid (hydromorphone) 1/1ml liquid

1500ml per month

Dilaudid® (hydromorphone HCL)

180 units per month

Duragesic® (fentanyl patches)

15 patches per month

Embeda (morphine and naltrexone)

60 units per month

Endocet®/Percocet®/Tylox®/Magnacet™
(oxycodone/acetaminophen)

180 units per month

Endodan®/Percodan® (aspirin/oxycodone)

180 units per month

Exalgo (hydromorphone) extended release

120 units per month

Fentora (fentanyl citrate)

120 units per month

Hydrocodone/apap tabs 7.5/750 and 10/750

150 units per month

Hydrocodone/apap tabs (acetaminophen less
than 750mg)

180 units per month

Hydrocodone/apap 7.5/500/15ml liquid

2700ml per month

Hycet (hydrocodone/apap) 7.5/325/15ml liquid

2700ml per month

Hydrocodone/apap 10/500/15ml liquid

2700ml per month

Hydrocodone/apap 10/325/15ml liquid

2700ml per month

Hydrocodone/apap 2.5/167/5ml liquid

2700ml per month

Hydrocodone/apap 5/333/10ml liquid

2700ml per month

Hydrocodone/ibuprofen

150 units per month

Kadian® (morphine sulfate)

60 units per month

Levorphanol tartrate

180 units per month

MSIR® (morphine sulfate)

180 units per month

MS Contin® (morphine sulfate)

90 units per month

Meperidine 50mg/5ml liquid

2000ml per month

Meperidine HCL/acetaminophen

180 units per month

Meperidine HCL/promethazine

180 units per month

Meperitab® (meperidine HCL)

180 units per month

Meprozine (meperidine HCL/promethazine HCL)

180 units per month

Morphine 10/5ml liquid

1000ml per month

Morphine 20/5ml liquid

1000ml per month

Morphine 20/1ml, 10/0.5ml, 5/0.25ml liquid

180ml per month

Morphine sulfate

180 units per month

Morphine sulfate SR

90 units per month

Nucynta (tapentadol)

180 units per month

Opana (oxymorphone HCL)

180 units per month

Opana ER (oxymorphone HCL ER)

90 units per month

Oramorph SR® (morphine sulfate SR)

90 units per month




Oxy IR® / Roxicodone (oxycodone HCL) 180 units per month
Oxycodone 5/5ml liquid 2700ml per month
Oxycodone 20/1ml liquid 180ml per month
Eth-Oxydose 20/1ml liquid 180ml per month
Oxycontin® (oxycodone HCL ER) 90 units per month
Propoxyphene 65mg 180 units per month
Propoxyphene/apap 180 units per month
Roxicet 5/325/5ml liquid 1000ml per month
Onsolis 120 units per month
Abstral 120 units per month
Zolvit (hydrocodone/apap)10/300/15ml liquid [2700ml per month
Butrans 5mcg patch 12 patches/28days
Butrans 10mcg and 20mcg patch 4 patches/28days
Long Acting:

Drug Name

Morphine sulfate SR / Ms contin / Oramorph |Kadian

SR

Oxycontin / oxycodone hcl SR Embeda
Opana ER Exalgo
Avinza Butrans

Fentanyl/ Duragesic

Short Acting
Drug Name
Fentanyl citrate/actiq Propoxyphene containing products
Fentora Opana / oxymorphone
Hydromorphone hcl / dilaudid Levorphanol tartrate
Demerol/ meperidine hcl Nucynta/tapentadol
Meperidine containing products Codeine/butalb/acet/caff
Codeine Butalbital/aspirin/caff
Acetaminophen/codeine Codeine/butalb/asa/caff
Hydrocodone containing pain products Onsolis
Oxycodone IR containing products IAbstral
Morphine IR containing products

Dosing and Refer to the specific manufacturer's prescribing information for administration and
Administration dosage details, contraindications, and Black Box warnings.
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The Policy Bulletins on this web site were developed to assist AmeriHealth in administering the
provisions of the respective benefit programs, and do not constitute a contract. If you are an
AmeriHealth member, please refer to your specific benefit program for the terms, conditions,
limitations and exclusions of your coverage. AmeriHealth does not provide health care services,
medical advice or treatment, or guarantee the outcome or results of any medical services/treatments.
The facility and professional providers are responsible for providing medical advice and treatment.
Facility and professional providers are independent contractors and are not employees or agents of
AmeriHealth. If you have a specific medical condition, please consult with your doctor. AmeriHealth
reserves the right at any time to change or update its Policy Bulletins. ©2011 AmeriHealth, Inc. All
Rights Reserved.
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