
CONSIDER MOTOFEN® (DIFENOXIN AND ATROPINE SULFATE TABLETS) CIV  
FOR YOUR PATIENTS WITH ACUTE NONSPECIFIC DIARRHEA AND ACUTE EXACERBATIONS OF CHRONIC FUNCTIONAL DIARRHEA

IMPORTANT SAFETY INFORMATION
INDICATIONS AND USAGE
Motofen® (difenoxin and atropine sulfate tablets) is indicated as adjunctive therapy in the management  
of acute nonspecific diarrhea and acute exacerbations of chronic functional diarrhea.

CONTRAINDICATIONS
Motofen® is contraindicated in patients with diarrhea associated with organisms that penetrate the 
intestinal mucosa (toxigenic E. coli, Salmonella species, Shigella) and pseudomembranous colitis 
associated with broad spectrum antibiotics. 
Motofen® is also contraindicated in children under 2 years of age, in patients with known hypersensitivity 
to difenoxin, atropine, or any of the inactive ingredients, and in patients who are jaundiced.

WARNINGS AND PRECAUTIONS
Motofen® is not an innocuous drug and dosage recommendations should be strictly adhered to. 
Accidental overdose may result in severe respiratory depression and coma, possibly leading to permanent 
brain damage or death. 
The use of Motofen® does not preclude the administration of appropriate fluid and electrolyte therapy. 
Dehydration, particularly in children, may further influence the variability of response to Motofen® and  
may predispose to delayed difenoxin intoxication. Drug-induced inhibition of peristalsis may result in  
fluid retention in the colon, and this may further aggravate dehydration and electrolyte imbalance. 
Use with caution in patients with ulcerative colitis or liver or kidney disease.
Motofen® may produce drowsiness or dizziness. Use caution when engaging in activities requiring  
mental alertness, such as driving or operating dangerous machinery. 
Safety and effectiveness in children below the age of 12 have not been established.
Keep out of reach of children.

Please see full Prescribing Information on reverse side or at www.motofen.com.
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Figure 4. Reliable relief for patients with chronic functional diarrhea
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More than half of patients treated with Motofen experienced statistically significant 
control of diarrhea by day 2 of treatment, and control was maintained at day 4.

EFFICACY IN THE TREATMENT OF ACUTE EXACERBATIONS  
OF CHRONIC FUNCTIONAL DIARRHEA3

Figure 2. Time to last liquid stool after initial dose
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Figure 3. Patients reporting relief with Motofen
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*P<0.01 versus placebo.

After an initial dose of Motofen 2 mg, 57% of patients had their last liquid stool 
in ≤4 hours.

Motofen improves stool consistency and frequency within 24 to 48 hours. Of patients 
treated with Motofen, 79% reported relief of their diarrhea within the first 24 hours, and 
92% reported relief within 48 hours.

EFFICACY IN THE TREATMENT OF ACUTE NONSPECIFIC DIARRHEA3

NO METABOLISM OF ACTIVE DRUG1

Motofen contains the active metabolite difenoxin and does not need to be converted  
in the liver. Motofen is rapidly and extensively absorbed, reaching peak plasma levels  
in 40 to 60 minutes (Figure 1). 

The time to peak plasma concentration for loperamide hydrochloride capsule is 5 hours.4

DOSING1

Each Motofen tablet contains 1 mg of difenoxin and 0.025 mg  
of atropine sulfate. Motofen is a schedule IV controlled substance.  
It contains a subtherapeutic dose of atropine sulfate to discourage 
deliberate overdose.

Motofen dosing for adults

• Initial dose: 2 tablets
• 1 tablet after each loose stool or every 3 to 4 hours, as needed
• Do not exceed 8 tablets during any 24-hour period

Motofen tablets CIV
Disp #30 (thirty)

D.A.W.

• Initial dose: 2 tablets by mouth
• 1 tablet after each loose stool or every 3-4    hours as needed
• Do not exceed 8 tablets in any 24-hour period

Constipation may be a side effect of antidiarrheal use. In clinical trials, Motofen had a low incidence  
of constipation (<1%).

ADVERSE EVENTS1

Table. Most common adverse events associated with Motofen

Gastrointestinal
    Nausea 7%
    Vomiting 3%
    Dry mouth 3%
    Epigastric distress 1%
    Constipation <1%
Central nervous system
    Dizziness and light-headedness 5%
    Drowsiness 4%
    Headache 2.5%
     Tiredness, nervousness, insomnia, confusion <1%

Lomotil is a registered trademark of Pfizer Inc. Motofen is a registered trademark of Sebela International Bermuda Limited.  © 2019 Sebela Pharmaceuticals®  All rights reserved.  MOT-200-0519A

KEY TAKEAWAYS
• Motofen does not have to be metabolized into an active form, and it is rapidly and extensively 

absorbed into the bloodstream1  
• For more than half of patients (57%), Motofen provides relief of acute nonspecific diarrhea  

within 4 hours of the initial dose3   
• Motofen controls diarrhea within the first 24 hours for 79% of patients and within  

48 hours for 92% of patients3 
• In acute exacerbations of chronic functional diarrhea, Motofen provides relief by day 2  

for more than half of patients and maintains relief at day 43  
• The most common adverse events for Motofen (≥2%) are nausea, vomiting, dry mouth,  

dizziness and light-headedness, drowsiness, and headache1  
• Although constipation may be a side effect of antidiarrheal use, constipation  

was reported in <1% of patients taking Motofen1

FIRST PRESCRIPTION MAY BE FREE!
Your patients may pay no more than $10  
for subsequent prescriptions. 

See www.motofen.com for program details.

Figure 1. Time to peak plasma concentration1.2  
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The active ingredient in Motofen (difenoxin) is 5 times as potent as the active ingredient  
in Lomotil (diphenoxylate).1,2  
• Difenoxin is the principal active metabolite of diphenoxylate1  
• Difenoxin and diphenoxylate have a similar side-effect profile1-3  
• Difenoxin has a 20-hour half-life3 

PEAK PLASMA LEVEL

Peak plasma levels reached approximately 160 ng/mL after a Motofen dose 
of 2 mg and 163 ng/mL after a Lomotil dose of 10 mg.1,2  
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A
ddiction to (dependence on) difenoxin hydrochloride is theoretically possible at high dosage. 

Therefore, the recom
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ended dosage should not be exceeded. Because of the structural and 
pharm
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