
15mL: NDC 35781-0400-2
30mL (15mL x 2): NDC 35781-0400-4

READ THlS INFORMATION BEFORE PRESCRIBING THIS PRODUCT
INDICATIONS AND USAGE
ColciGel® (colchicinum 4X) transdermal gel is an alkaloid indicated for: Treatment and Prophylaxis of Gout Flares in adults (1.1). ColciGel® is not an analgesic medication and 
should not be used to treat pain from other causes.
DOSAGE AND ADMINISTRATION
1-4 pumps = 1 dose (0.25 mL-1.0 mL)
Gout Flares: Treatment of Gout Flares: Apply 1-4 pumps of ColciGel® (0.25 mL-1.0 mL) up to four times per day (2.1).
Prophylaxis of Gout Flares: Apply 1-3 pumps (0.25 mL-0.75 mL) of ColciGel®

DOSAGE FORMS AND STRENGTHS
ColciGel® (Colchicinum 4X) is a Transdermal Gel. Each gram of ColciGel® contains Colchicinum 4X in a transdermal gel.
CONTRAINDICATIONS

WARNINGS AND PRECAUTIONS

ADVERSE REACTIONS

DRUG INTERACTIONS
Animal testing data and limited human data (pharmacokinetic analysis) indicate limited (sub clinical) systemic absorption after repeated applications of transdermal ColciGel®. 

®

This may not be a complete list of all interactions that may occur. This may not be a complete list of all interactions that may occur. Ask your health care provider if LiDORx® 3% 
may interact with other medicines that you take.
USE IN SPECIFIC POPULATIONS
For patients undergoing dialysis Pregnancy:
the potential risk to the fetus. Nursing Mothers:
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1. Indications and Usage: 1.1 Gout Flares: ColciGel® Treatment of Gout Flares: ColciGel® gel is 

Prophylaxis of Gout Flares: ColciGel®

2. Dosage and Administration: 
® gel is administered topically. ColciGel® is not an 

analgesic medication and should not be used to treat pain from other causes. 2.1 Gout Flares: Treatment of Gout Flares: The recommended dose of ColciGel® for treatment of a 
® applied to the 

®

Prophylaxis of Gout Flares: The recommended 
dosage of ColciGel®

2.2 Recommended Pediatric Dosage: Treatment and Prophylaxis of Gout Flares: 
ColciGel® Concomitant 
Therapy: Co-administration of ColciGel®

Renal Impairment: ColciGel®

|
patients | Gout Flares: Treatment of Gout Flares:

® is not recommended 
® for prophylaxis. Prophylaxis of Gout Flares: 

see Clinical Pharmacology (12.3) and Renal Impairment (8.6)  Gout Flares: 
Treatment of Gout Flares:

see Hepatic Impairment (8.7) ®

® for prophylaxis. Prophylaxis of Gout Flares: 

see Hepatic Impairment (8.7)
3. Dosage Form and Strength: ColciGel® ®

containers that produce 0.25 mL of gel per each manual depression of the plunger top (pump).
4. Contraindications: ®

doses.
5. Warnings and Precautions: 5.1 Fatal Overdose:
see OVERDOSAGE (10) ® should be kept out of the reach of children. 5.2 Blood Dyscrasias:

5.3 Drug Interactions:

see DRUG INTERACTIONS (7) ®

ee CONTRAINDICATIONS (4) 5.4 Neuromuscular Toxicity: Colchicine-induced 

® see DRUG INTERACTIONS 
(7)



6. Adverse Reactions: Treatment of Gout Flares: The most common adverse reactions reported in the clinical trial with ColciGel®

at the site of application. Prophylaxis of Gout Flares:
the site of application. 6.1 Clinical Trials Experience in Gout: Because clinical studies are conducted under widely varying and controlled conditions, adverse reaction rates 
observed in clinical studies of a drug cannot be directly compared to rates in the clinical studies of another drug, and may not predict the rates observed in a broader patient 
population in clinical practice. Reported adverse reactions to ColciGel®

been reported with ORAL colchicine and, though, are not associated with ColciGel®

absorption. These have been generally reversible upon temporarily interrupting treatment or lowering the dose of ORAL colchicine. Neurological: sensory motor neuropathy; 
Dermatological: alopecia, maculopapular rash, purpura, rash; Digestive: abdominal cramping, abdominal pain, diarrhea, lactose intolerance, nausea, vomiting; Hematological: 

7. Drug Interactions: ColciGel®

®

patients are suitable candidates for treatment with ColciGel® and remain alert for signs and symptoms of toxicities related to increased colchicinum exposure as a result of a 
® toxicity should be evaluated promptly and, if toxicity is suspected, ColciGel® should be discontinued immediately.

8.1 Use in Pregnancy: 

reproductive and developmental studies were not conducted with ColciGel®, published animal reproduction and development studies indicate that colchicinum causes 
embryofetal toxicity, teratogenicity, and altered postnatal development at exposures within or above the clinical therapeutic range. ColciGel® should be used during 

8.2 Labor and Delivery: 8.3 Nursing 
Mothers: 

® is administered 
to a nursing woman. 8.4 Pediatric use: 

patients has not been established. 8.5 Geriatric use: 
® applied topically at recommended doses does not demonstrate 

see Dose 
]. 8.6 Renal Impairment:

Treatment of Gout Flares:
®. However, in patients with severe impairment, while the dose 

see Dose 
]. Prophylaxis of Gout Flares:

]. 8.7 Hepatic Impairment:

®

]. Prophylaxis of Gout Flares:

].
9. Drug Abuse and Dependence: Tolerance, abuse, or dependence with colchicinum has not been reported.
10. Over Dosage: 

].
11. Description: 

ColciGel® is Colchicinum 4X in a transdermal gel base. The gel is viscous and amber in color. ColciGel® is 

Docusate sodium.
12.1 Mechanism of action: The mechanism by which colchicinum exerts its 

prevents the activation, degranulation, and migration of neutrophils thought to mediate some gout 
symptoms. 12.2 Pharmacokinetics: Absorption: To assess transdermal permeation of ColciGel® an 

® was 

supporting the transdermal route of administration for ColciGel®.  
ColciGel®
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Graph 1: Topical ColciGel®
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In a Gensco sponsored study, six New Zealand White Rabbits were administered a single 375 microliter dose of ColciGel® containing, 7.5 micrograms of colchicinium, to a 
shaved dorsal area measuring 2.5 cm by 2.5 cm. Serum analysis demonstrated 90% of the applied dose was absorbed yielding a peak serum concentration of 0.26 nanogram / 
milliliter +/- 0.09 nG/mL (Tmax of 60 minutes).

Graph 2: Single Dose ColciGel® Pharmacokinetics

The kinetics of colchicine plasma levels: 
T1/2a = 30 min 

Ab- sorption rate constant (ka) = .693/.5h = 1.4/h 
T1/2e = 65 min 
Elimination rate constant (ke) = .693/1.1h = .64/h 
Total plasma absorbance = 90% (AUC) 
Cmax = 0.26 ng/ml ± 0.09 ng/ml 
Tmax = 60 min 

In this same study four additional rabbits were administered a dose of 375mcL of ColciGel® every three hours for a 
total of three doses in the same manner as in the single dose experiment. Serum analysis showed a peak serum 
level, one hour after the third dose application, of 0.45 nG/mL. A steady state serum level of 0.5 nG/mL was 

cal-

Graph 3: Multiple Dose ColciGel® Pharmacokinetics

Arrows indicate dosing events.

Single-dosing kinetic curves overlay the data.
Bold line is logarithmic progression prediction built to data. 

In a pharmacokinetic study evaluating systemic absorption of ColciGel® in humans, six healthy volunteers were 
® applied 

ColciGel® every 60 minutes for a total of four doses. ColciGel® was applied to the base of the great toe on the right 
foot, as in the single dose group. Serum samples were collected at 0, 120, 180, 210, 240, 270, 300, and 360 minutes 

predicted a human serum level of less than 50 pg/ml (estimated 8 – 16 pg/ml). A single oral 0.6 mg dose of colchicine 
has been shown to elicit a mean serum level of 2.5 ng/ml in healthy volunteers. ColciGel®, due to its overall low 

less than oral dosing.
Distribution: The mean apparent volume of distribution in healthy young volunteers given ORAL colchicine was 
approximately 5 to 8 L/kg. Colchicine binding to serum protein, is low, 39 ± 5%, primarily to albumin regardless of concentration. ORALLY administered colchicine crosses the 
placenta (plasma levels in the fetus are reported to be approximately 15% of the maternal concentration). Colchicine also distributes into breast milk at concentrations similar 
to those found in the maternal serum [see Pregnancy (8.1) and Nursing Mothers (8.3)]. Metabolism: Colchicinum is demethylated to two primary metabolites, 2-O-demethylcolchi-
cine and 3-O-demethylcolchicine (2- and 3-DMC, respectively), and one minor metabolite, 10-O-demethylcolchicine (also known as colchiceine). In vitro studies using human 
liver microsomes have shown that CYP3A4 is involved in the metabolism of colchicine to 2- and 3-DMC. Plasma levels of these metabolites are minimal (less than 5% of parent 
drug). Elimination/Excretion: In healthy volunteers (n=12) 40 – 65% of 1 mg ORALLY administered colchicine was recovered unchanged in urine. Enterohepatic recirculation and 
biliary excretion are also postulated to play a role in colchicinum elimination. Following multiple oral doses of colchicine (0.6 mg twice daily), the mean elimination half-lives in 
young healthy volunteers (mean age 25 to 28 years of age) is 26.6 to 31.2 hours. Colchicinum is a substrate of P-gp. Extracorporeal Elimination: Colchicinum is not removed by 
hemodialysis. Special Populations: Pediatric Patients: Pharmacokinetics of 
colchicinum was not evaluated in pediatric patients. Elderly: Pharmacokinetics of colchicinum has not been determined in elderly patients. Renal impairment: Pharmacokinetics 
of colchicinium in patients with mild and moderate renal impairment is not known. A published report described the disposition of ORAL colchicine (1 mg) in young adult men 
and women with FMF who had normal renal function or end stage renal disease requiring dialysis. Patients with end-stage renal disease had 75% lower colchicine clearance 

Impairment (2.5) and Renal Impairment (8.6)]. Hepatic impairment: Published reports on the pharmacokinetics of IV colchicine in patients with severe chronic liver disease, as 

were noted [ ]. No pharmacokinetic data are available for patients with severe hepatic impairment 
(Child-Pugh C). Drug interactions: In vitro drug interactions: In vitro studies in human liver microsomes have shown that colchicine is not an inhibitor or inducer of CYP1A2, 
CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1, or CYP3A4 activity. In vivo drug interactions: ®  
(Colchicinum 4X) on Cmax, AUC, and Cmin has not been modeled due to the extremely low systemic absorption of ColciGel®. For information regarding clinical recommenda-
tions, . Estrogen-containing oral contraceptives: In healthy female volunteers given ethinyl estradiol and 

13. Non Clinical Toxicity: 13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility: Carcinogenesis: Carcinogenicity studies of colchicinum have not been conducted. Due to the 
potential for colchicinum to produce aneuploid cells (cells with an unequal number of chromosomes), there is theoretically an increased risk of malignancy. Mutagenesis: 
Colchicine was negative for mutagenicity in the bacterial reverse mutation assay. In a chromosomal aberration assay in cultured human white blood cells, colchicine treatment 

structural DNA changes, colchicine is not considered clastogenic, although micronuclei are formed. Impairment of Fertility:
conducted with ColciGel®

Reproductive studies also reported abnormal sperm morphology and reduced sperm counts in males, and interference with sperm penetration, second meiotic division, and 

ORAL therapeutic dose, but safety margins for reproductive and developmental toxicity could not be determined. Case reports and epidemiology studies in human male 

colchicinum needs to be weighed against the potential risks.
14. How Supplied / Storage and Handling: 14.1 How Supplied: ColciGel® is Colchicinum 4X in a transdermal gel base. The gel is viscous and amber in color. ColciGel® is available 

(15mL x 2 Bottles) NDC 35781-0400-4. 14.2 Storage: Store at 20° to 25°C (68° to 77°F). [See USP Controlled Room Temperature] Protect from light. DISPENSE IN ORIGINAL 
CONTAINER. Manufactured for: Gensco Laboratories, 8550 NW 33rd Street, Doral, FL 33122.
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