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Avoid adverse effects due to high dose of combined ingredients by
enforcing FDA maximum dose labeling

Narcotic combination products contain both short-acting opioids (i.e., oral
hydrocodone, oxycodone, and codeine) as well as another non-controlled
analgesic components, typically acetaminophen, aspirin, or ibuprofen. They
are indicated for short-term relief of moderate to severe pain on an “as
needed” basis. Although highly effective for pain control, these controlled
substances carry with them the potential for abuse and diversion. In addition,
these agents have the risk of significant adverse drug events due to the
properties of the non-controlled components. When their maximum dosage
limits are exceeded, these components can cause serious toxicity to the
patient such as hepatic and renal injury. To help protect patients from toxicity
related to these compounds, especially when used in conjunction with
various other prescription and over-the-counter items, it is necessary
clinically edit narcotic combination products.

All Patients

X Increased risk of ADE [ 1 Non-Preferred Agent

X Appropriate Indications [] Other:

[ ] Only administrative X Databases + Prescriber-
databases supplied
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Program- Combination-Product
Specific Short-Acting Narcotic Analgesics

Information:

Setting & Population

e Age range: All patients
e Gender: males and females

Approval Criteria

Condition Submitted ICD-9 Diaghoses Inferred Date

Drugs Range

Cancer 140 — 208 NA 2 years
NA Antineoplastics | 12 months

282-355 NA 2 years

Chronic nonmalignant pain (CNMP) 710-733.7 -
NA Non-opioid 90 days
analgesics
Acute Pain See Appendix C -- 90 days
e Appropriate diagnoses — (may be subject to clinical review)
o Cancer

o Chronic Non-Malignant Pain (CNMP)
o Acute Pain
e Documented compliance on current therapy regimen (subject to Clinical
Consultant Review)
e Claims not exceeding quantity limits established in Appendix A for adults and in
Appendix B for children
e First claim for identified agent within therapeutic class in the last 90 days for max
5 day supply
e For patients under 18 years of age, drug must be on list indicated for use in
patients age category (Appendix B)

Denial Criteria

e Lack of appropriate diagnoses

¢ Claims containing Acetaminophen products exceeding 4 grams per day

¢ Claims containing Aspirin products exceeding 4 grams per day

e Claims for patients under 18 years of age for agents not indicated for use in the
pediatric population (see Appendix B)

e Daily dose exceeds maximum established daily dose for an agent
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Therapy will be denied if no approval criteria are met

approval criteria

e Quantity greater than 5 day supply on first fill in 90 days not meeting other

Required Documentation

Laboratory results:
MedWatch form:

Disposition of Edit

Progress notes:

e Denial: Edit682 “Clinical Edit”

References

1.

Clinical Pharmacology, 2011.

2. Facts & Comparisons, 2011.
3.
4. Weissman DE. Choosing an Oral Opioid Combination Products, 2nd Edition.

UpToDate, 2011.

Fast Facts and Concepts July 2006; 51. Available at:
http://www.eperc.mcw.edu/fastfact/ff 051.htm. Accessed on March 8, 2011.

Appendix A

Adult Dose Chart

Narcotic Combination Drugs

Max # of
Units Per Day

Butalbital 50 mg / APAP 325 mg

6

Butalbital 50 mg / APAP 650 mg capsule

Butalbital 50 mg / APAP 650 mg tablet

Butalbital 50 mg / APAP 325 mg / Caffeine 40 mg tablet

Butalbital 50 mg / APAP 500 mg / Caffeine 40 mg tablet

Butalbital 50 mg / APAP 750 mg / Caffeine 40 mg tablet

(SN Ne)BNe) o))

Butalbital 50 mg / APAP 500 mg / Caffeine 40 mg capsule

Butalbital 50 mg / APAP 325 mg / Caffeine 40 mg capsule

Butalbital 50 mg / Caffeine 40 mg / Codeine Phosphate
30 mg / APAP 325 mg

Butalbital 50 mg / Caffeine 40 mg / ASA 325 mg capsule

Butalbital 50 mg / Caffeine 40 mg / ASA 325 mg tablet
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Butalbital 50 mg / Caffeine 40 mg / Codeine Phosphate

30 mg/ ASA 325 mg 6
Carisoprodol 200 mg / Codeine Phosphate 16 mg / ASA

325 mg 8
Codeine 12 mg / APAP 120 mg per 5 mL 150 mL

Codeine Phosphate 15 mg / APAP 300 mg

13 (4 g/day)

Codeine Phosphate 30 mg / APAP 300 mg

12

Codeine Phosphate 60 mg / APAP 300 mg 6
Codeine Phosphate 10 mg / Promethazine HCl 6.25 mg
per 5 mL 30 mL
Codeine Phosphate 10 mg/ Promethazine HCl| 6.25mg /
Phenylephrine 5mg/5mL 30 mL
Dihydrocodeine 16 mg / Caffeine 30 mg / APAP 356.4 mg | 10
Dihydrocodeine 32 mg / Caffeine 60 mg / APAP 712.8 mg | 5
Dihydrocodeine 16 mg / Caffeine 30 mg / ASA356.4mg | 8
Hydrocodone Bitartrate 10 mg / Chlorpheniramine
Polistirex 8 mg per 5 mL 10 mL
119 mL (4
Hydrocodone 2.5 mg / APAP 167 mg per 5 mL g/day)
Hydrocodone 2.5 mg / APAP 500 mg 8 (4 g/day)
Hydrocodone 5 mg / APAP 300 mg 13 (4 g/day)
Hydrocodone 5 mg / APAP 325 mg 12 (4 g/day)
Hydrocodone 5 mg / APAP 400 mg 10 (4 g/day)
Hydrocodone 5 mg / APAP 500 mg 8 (4 g/day)
Hydrocodone 7.5 mg / APAP 300 mg 13 (4 g/day)
Hydrocodone 7.5 mg / APAP 325 mg 12 (4 g/day)
184 mL (4
Hydrocodone 7.5 mg / APAP 325 mg per 15 mL g/day)
Hydrocodone 7.5 mg / APAP 400 mg 10 (4 g/day)
Hydrocodone 7.5 mg / APAP 500 mg 8 (4 g/day)
120 mL (4
Hydrocodone 7.5 mg / APAP 500 mg per 15 mL g/day)
Hydrocodone 7.5 mg / APAP 750 mg 5 (4g/day)
Hydrocodone 7.5 mg / APAP 650 mg 6 (4 g/day)
Hydrocodone 10 mg / APAP 300 mg 13 (4 g/day)
200 mL (4
Hydrocodone 10 mg / APAP 300 mg per 15 mL g/day)
Hydrocodone 10 mg / APAP 325 mg 12 (4 g/day)
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184 mL (4

Hydrocodone 10 mg / APAP 325 mg per 15 mL g/day)
Hydrocodone 10 mg / APAP 400 mg 10 (4 g/day)
Hydrocodone 10 mg / APAP 500 mg 8 (4 g/day)
Hydrocodone 10 mg / APAP 650 mg 6 (4 g/day)
Hydrocodone 10 mg / APAP 660 mg 6 (4 g/day)
Hydrocodone 10 mg / APAP 750 mg 5 (4 g/day)
Hydrocodone 5 mg / Homatropine 1.5 mg per 5 mL 30 mL
Hydrocodone 2.5 mg / Ibuprofen 200 mg 5
Hydrocodone 5 mg / Ibuprofen 200 mg 5
Hydrocodone 7.5 mg / Ibuprofen 200 mg 5
Hydrocodone 10 mg / Ibuprofen 200 mg 5
Isometheptene mucate 65 mg / Dichloralphenazone

1000 mg / APAP 325 mg 8

Oxycodone 2.5 mg / APAP 300 mg

13 (4 g/day)

Oxycodone 2.5 mg / APAP 325 mg

12 (4 g/day)

Oxycodone 2.5 mg / APAP 400 mg 10 (4 g/day)
Oxycodone 5 mg / APAP 325 mg 12 (4 g/day)
61 mL (4
Oxycodone 5 mg / APAP 325 mg per 5 mL g/day)
Oxycodone 5 mg / APAP 400 mg 10 (4 g/day)
Oxycodone 5 mg / APAP 500 mg 8 (4 g/day)
Oxycodone 7.5 mg / APAP 325 mg 12 (4 g/day)
Oxycodone 7.5 mg / APAP 400 mg 10 (4 g/day)
Oxycodone 7.5 mg / APAP 500 mg 8 (4 g/day)
Oxycodone 10 mg / APAP 325 mg 12 (4 g/day)
Oxycodone 10 mg / APAP 400 mg 10 (4 g/day)
Oxycodone 10 mg / APAP 500 mg 8 (4 g/day)
Oxycodone 10 mg / APAP 650 mg 6 (4 g/day)
Oxycodone HCI 4.5 mg / Oxycodone terephthalate 0.38
mg / ASA 325 mg 12 (4 g/day)
Oxycodone 4.83 mg / ASA 325 mg 12 (4 g/day)
Oxycodone 5 mg / Ibuprofen 400 mg 4
Pentazocine 25 mg / APAP 650 mg 6 (4 g/day)
Tramadol 37.5 mg / APAP 325 mg 8
Pentazocine HCI 50 mg / Naloxone 0.5 mg Tablet 12
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Pediatric Dose Chart

Children
Max
Daily
Narcotic Combination Drugs Dose
Butalbital 50 mg / APAP 325 mg 6
Butalbital 50 mg / APAP 650 mg capsule 6
Butalbital 50 mg / APAP 650 mg tablet 6
Butalbital 50 mg / APAP 325 mg / Caffeine
40 mg tablet 6
Butalbital 50 mg / APAP 500 mg / Caffeine
40 mg tablet 6
Butalbital 50 mg / APAP 750 mg / Caffeine
40 mg tablet 5
Butalbital 50 mg / APAP 500 mg / Caffeine
40 mg capsule 6
Butalbital 50 mg / APAP 325 mg / Caffeine
40 mg capsule 6
Carisoprodol 200 mg / Codeine Phosphate
16 mg/ ASA 325 mg 8
Codeine 12 mg / APAP 120 mg per 5 mL 150
Codeine Phosphate 15 mg / APAP 300 mg 13
Codeine Phosphate 30 mg / APAP 300 mg 12
Codeine Phosphate 60 mg / APAP 300 mg 6
Codeine Phosphate 10 mg / Promethazine
HCI 6.25 mg per 5 mL 30
Codeine Phosphate 10 mg/ Promethazine
HClI 6.25mg / Phenylephrine 5mg/5mL 30
Hydrocodone Bitartrate 10 mg /
Chlorpheniramine Polistirex 8 mg per 5
mL 5
Hydrocodone 2.5 mg / APAP 167 mg per 5
mL 119
Hydrocodone 2.5 mg / APAP 500 mg 8
Hydrocodone 5 mg / APAP 300 mg 13
Hydrocodone 5 mg / APAP 325 mg 12
Hydrocodone 5 mg / APAP 400 mg 10
Hydrocodone 5 mg / APAP 500 mg 8
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Hydrocodone 7.5 mg / APAP 300 mg

13

Hydrocodone 7.5 mg / APAP 325 mg

12

Hydrocodone 7.5 mg / APAP 325 mg per
15mL

184

Hydrocodone 7.5 mg / APAP 400 mg

10

Hydrocodone 7.5 mg / APAP 500 mg

Hydrocodone 7.5 mg / APAP 500 mg per
15 mL

120

Hydrocodone 7.5 mg / APAP 750 mg

Hydrocodone 7.5 mg / APAP 650 mg

Hydrocodone 10 mg / APAP 300 mg

13

Hydrocodone 10 mg / APAP 300 mg per
15 mL

200

Hydrocodone 10 mg / APAP 325 mg

12

Hydrocodone 10 mg / APAP 325 mg per
15 mL

184

Hydrocodone 10 mg / APAP 400 mg

10

Hydrocodone 10 mg / APAP 500 mg

Hydrocodone 10 mg / APAP 650 mg

Hydrocodone 10 mg / APAP 660 mg

Hydrocodone 10 mg / APAP 750 mg

Ul (O[O (00

Hydrocodone 5 mg / Homatropine 1.5 mg
per 5 mL

15

Hydrocodone 2.5 mg / Ibuprofen 200 mg

Hydrocodone 5 mg / Ibuprofen 200 mg

Hydrocodone 7.5 mg / Ibuprofen 200 mg

Hydrocodone 10 mg / Ibuprofen 200 mg

Oxycodone 2.5 mg / APAP 300 mg

13

Oxycodone 2.5 mg / APAP 325 mg

12

Oxycodone 2.5 mg / APAP 400 mg

10

Oxycodone 5 mg / APAP 325 mg

12

Oxycodone 5 mg / APAP 325 mg per 5 mL

61

Oxycodone 5 mg / APAP 400 mg

10

Oxycodone 5 mg / APAP 500 mg

Oxycodone 7.5 mg / APAP 325 mg

12

Oxycodone 7.5 mg / APAP 400 mg

10

Oxycodone 7.5 mg / APAP 500 mg

Oxycodone 10 mg / APAP 325 mg

12

Oxycodone 10 mg / APAP 400 mg

10

Oxycodone 10 mg / APAP 500 mg

Oxycodone 10 mg / APAP 650 mg
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Oxycodone HC| 4.5 mg/ Oxycodone
terephthalate 0.38 mg / ASA 325 mg

12

Oxycodone 4.83 mg / ASA 325 mg

12

Oxycodone 5 mg / Ibuprofen 400 mg
Pentazocine Hydrochloride 50 mg /
Naloxone 0.5 mg Tablet

12

Appendix C

Acute Pain Diagnoses

Diagnosis

ICD-9 Code

Poliomyelitis (without mention of paralysis)

045, 045.2, 045.9

Herpes zoster 053
Radiculitis, Syphilitic 094.89
Pain 338.1
Other Headache Syndromes 339
Migraine 346
Pain(s), Eye 379.91
Pain(s), Orbital region 379.91
Pain(s), Mastoid 388.70
Pain(s), Nose 478.19

Diseases of oral cavity and jaws

520.1-520.2, 520.4-
520.6, 520.8-526.9

Pain(s), Mouth 528.9
Pain(s), Tongue 529.6
Pain(s), Stomach 536.8
Appendicitis 540-543
Pain(s), Alimentary, due to vascular 557.9
insufficiency

Pain(s), Anus 569.42
Pain(s), Rectum 569.42
Pain(s), Gallbladder 575.9
Pain(s), Bile duct 576.9
Pain(s), Common duct 576.9
Pain(s), Genital organ, Male 608.9
Pain(s), Testis 608.9
Pain(s), Breast 611.71
Endometriosis 617
Pain(s), Female genital organ NEC 625.9
Pain(s), Genital organ, Female 625.9
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Pain(s), Ovary 625.9
Pain(s), Pelvic (female) 625.9
Pain(s), Uterus 625.9
Pain(s), Vagina 625.9
Fracture, coccyx, complicating delivery 665.6
Headache, Spinal, Complicating labor and 668.8
delivery

Headache, Spinal, Postpartum 668.8
Pain(s), Scar NEC 709.2
Fracture, congenital 756.9
Fracture, clavicle, due to birth trauma 767.2
Fracture, bone, birth injury NEC 767.3
Pain(s) 780.96
Pain(s), Generalized 780.96
Pain(s), Face, facial 784.0
Pain(s), Head 784.0
Headache 784.0
Headache, Vascular 784.0
Pain(s), Chest (central) 786.50
Pain(s), Rib 786.50
Pain(s), Anginoid 786.51
Pain(s), Chest (central), Midsternal 786.51
Pain(s), Chest (central), Substernal 786.51
Pain(s), Heart 786.51
Pain(s), Over heart 786.51
Pain(s), Pericardial 786.51
Pain(s), Precordial (region) 786.51
Pain(s), Retrosternal 786.51
Pain(s), Substernal 786.51
Pain(s), Chest (central), Wall (anterior) 786.52
Pain(s), Costochondral 786.52
Pain(s), Diaphragm 786.52
Pain(s), Pleura, pleural, pleuritic 786.52
Pain(s), Respiration 786.52
Pain(s), Chest (central), Atypical 786.59
Pain(s), Chest (central), Musculoskeletal 786.59
Pain(s), Chest (central), Noncardiac 786.59
Pain(s), Muscle, Intercostals 786.59
Pain(s), Kidney 788.0
Pain(s), Ureter 788.0
Pain(s), Urinary (organ) system 788.0
Pain(s), Bladder 788.9
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Pain(s), Vesical 788.9
Pain(s), Abdominal 789.0 (0-7,9)
Pain(s), Epigastric, epigastrum 789.06
Fractures 800-829
Dislocation 830-839
Sprains and strains of joints 840-848

Intracranial injury "with mention of open
intracranial wound"

851.1, 851.3, 851.5,
851.7,851.9, 852.1,
852.3,852.2,853.1,
854.1

Internal injury of thorax, abdomen, and pelvis 860-869
Open wound of head, neck, and trunk 870-879
Open wound of upper limb 880-887
Open wound of lower limb 890-897

Late effects of injuries, poisonings, toxic
effects, and other external causes

905-906.1, 906.3-
909

Crushing injury 925-929
Burns 940-949
Injury to nerves and spinal cord 950-957
Certain traumatic complications and 958-959

unspecified injuries

Complications of surgical and medical care, not
elsewhere classified

996-996.9, 997.4,
997.6, 998.2-998.3,
998.5-998.6,
998.83, 998.89,
999.3

Fracture, femur, femoral, healing, removal of
fixation device, internal

Vv54.01
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