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BRIEF SUMMARY OF PRESCRIBING INFORMATION
See package insert for Full Prescribing Information, Medication Guide and iPLEDGE 
R.E.M.S. information or visit www.zenatane.com.

INDICATIONS AND USAGE
Severe Recalcitrant Nodular Acne
Zenatane™ is indicated for the treatment of severe recalcitrant nodular acne. 
Nodules are inflammatory lesions with a diameter of 5 mm or greater. The nodules 
may become suppurative or hemorrhagic. “Severe,” by definition means “many” 
as opposed to “few or several” nodules. Because of significant adverse effects 
associated with its use, Zenatane™ should be reserved for patients with severe 
nodular acne who are unresponsive to conventional therapy, including systemic 
antibiotics. In addition, Zenatane™ is indicated only for those female patients who 
are not pregnant, because Zenatane™ can cause severe birth defects.

CONTRAINDICATIONS
Pregnancy: Category X.
Allergic Reactions - Zenatane™ is contraindicated in patients who are hypersensitive 
to this medication or to any of its components.

WARNINGS 
Psychiatric Disorders
Zenatane™ may cause depression, psychosis and, rarely, suicidal 
ideation, suicide attempts, suicide, and aggressive and/or violent 
behaviors. No mechanism of action has been established for these events. 
Prescribers should read the brochure, Recognizing Psychiatric Disorders 
in Adolescents and Young Adults: A Guide for Prescribers of Isotretinoin. 
Prescribers should be alert to the warning signs of psychiatric disorders 
to guide patients to receive the help they need. Therefore, prior to 
initiation of Zenatane™ therapy, patients and family members should be 
asked about any history of psychiatric disorder, and at each visit during 
therapy patients should be assessed for symptoms of depression, mood 
disturbance, psychosis, or aggression to determine if further evaluation 
may be necessary. Patients should stop Zenatane™ and the patient or 
a family member should promptly contact their prescriber if the patient 
develops depression, mood disturbance, psychosis, or aggression, without 
waiting until the next visit. Discontinuation of Zenatane™ therapy may be 
insufficient; further evaluation may be necessary. A referral to a mental 
health professional may be necessary. The physician should consider 

whether Zenatane™ therapy is appropriate in this setting; for some patients 
the risks may outweigh the benefits of Zenatane™ therapy.
Pseudotumor Cerebri
Zenatane™ use has been associated with a number of cases of 
pseudotumor cerebri (benign intracranial hypertension), some of which 
involved concomitant use of tetracyclines. Concomitant treatment with 
tetracyclines should therefore be avoided.
Serious Skin Reactions
There have been post-marketing reports of erythema multiforme and severe skin 
reactions [e.g., Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN)] 
associated with Zenatane™ use.
Pancreatitis
Acute pancreatitis has been reported in patients with either elevated or normal 
serum triglyceride levels.
Lipids
Elevations of serum triglycerides in excess of 800 mg/dL have been reported in 
patients treated with Zenatane™. 
Hearing Impairment
Impaired hearing has been reported in patients taking Zenatane™.
Hepatotoxicity
Clinical hepatitis considered to be possibly or probably related to Zenatane™ therapy 
has been reported. 
Inflammatory Bowel Disease
Zenatane™ has been associated with inflammatory bowel disease in patients 
without a prior history of intestinal disorders.
Skeletal
Bone Mineral Density
Effects of multiple courses of Zenatane™ on the developing musculoskeletal system 
are unknown. There is some evidence that long-term, high-dose, or multiple courses 
of therapy with Zenatane™ have more of an effect than a single course of therapy on 
the musculoskeletal system.
Hyperostosis
A high prevalence of skeletal hyperostosis was noted in clinical trials for disorders 
of keratinization with a mean dose of 2.24 mg/kg/day. Additionally, skeletal 
hyperostosis was noted in six of eight patients in a prospective study of disorders 
of keratinization. 
Premature Epiphyseal Closure
There are spontaneous reports of premature epiphyseal closure in acne patients 
receiving recommended doses of Zenatane™.
Vision Impairment
Visual problems should be carefully monitored. All Zenatane™ patients experiencing 
visual difficulties should discontinue Zenatane™ treatment and have an 
ophthalmological examination.
Corneal Opacities
Corneal opacities have occurred in patients receiving Zenatane™ for acne and 
more frequently when higher drug dosages were used in patients with disorders of 
keratinization. 
Decreased Night Vision
Decreased night vision has been reported during Zenatane™ therapy and in some 
instances the event has persisted after therapy was discontinued. Because the onset 
in some patients was sudden, patients should be advised of this potential problem 
and warned to be cautious when driving or operating any vehicle at night.
PRECAUTIONS
Zenatane™ must only be prescribed by prescribers who are registered and activated 
with the iPLEDGE program. Zenatane™ must only be dispensed by a pharmacy 
registered and activated with iPLEDGE, and must only be dispensed to patients who 
are registered and meet all the requirements of iPLEDGE. Registered and activated 
pharmacies must receive Zenatane™ only from wholesalers registered with iPLEDGE.
Prescribers
To prescribe Zenatane™, the prescriber must be registered and activated with the 
pregnancy risk management program iPLEDGE. Prescribers can register by signing 
and returning the completed registration form. Prescribers can only activate their 
registration by affirming that they meet requirements and will comply with all 
iPLEDGE requirements. Isotretinoin must only be prescribed to female patients who 
are known not to be pregnant as confirmed by a negative CLIA-certified laboratory 
conducted pregnancy test.

Pharmacists
Isotretinoin must only be dispensed by a pharmacy registered and activated with the 
pregnancy risk management program iPLEDGE and only when the registered patient 
meets all the requirements of the iPLEDGE program. The Responsible Site Pharmacist 
must register the pharmacy by signing and returning the completed registration form.

ADVERSE REACTIONS
Clinical Trials and Post-marketing Surveillance
The adverse reactions listed below reflect the experience from investigational studies 
of Zenatane™ and the postmarketing experience. The relationship of some of these 
events to Zenatane™ therapy is unknown. 
Dose Relationship
Cheilitis and hypertriglyceridemia are usually dose related. Most adverse reactions 
reported in clinical trials were reversible when therapy was discontinued; however, 
some persisted after cessation of therapy.
Body as a Whole: allergic reactions, including vasculitis, systemic hypersensitivity, 
edema, fatigue, lymphadenopathy, weight loss.
Cardiovascular: palpitation, tachycardia, vascular thrombotic disease, stroke.
Endocrine/Metabolic: hypertriglyceridemia, alterations in blood sugar levels 
Gastrointestinal: inflammatory bowel disease, hepatitis, pancreatitis, bleeding and 
inflammation of the gums, colitis, esophagitis/esophageal ulceration, ileitis, nausea, 
and other nonspecific gastrointestinal symptoms.
Hematologic: allergic reactions, anemia, thrombocytopenia, neutropenia, rare reports 
of agranulocytosis.
Musculoskeletal: skeletal hyperostosis, calcification of tendons and ligaments, 
premature epiphyseal closure, decreases in bone mineral density, musculoskeletal 
symptoms (sometimes severe) including back pain, myalgia, and arthralgia, transient 
pain in the chest, arthritis, tendonitis, other types of bone abnormalities, elevations 
of CPK/rare reports of rhabdomyolysis.
Neurological: pseudotumor cerebri, dizziness, drowsiness, headache, insomnia, 
lethargy, malaise, nervousness, paresthesias, seizures, stroke, syncope, weakness
Psychiatric: suicidal ideation, suicide attempts, suicide, depression, psychosis, 
aggression, violent behaviors, emotional instability.
Of the patients reporting depression, some reported that the depression subsided 
with discontinuation of therapy and recurred with reinstitution of therapy.
Reproductive System: abnormal menses.
Respiratory: bronchospasms (with or without a history of asthma), respiratory 
infection, voice alteration.
Skin and Appendages: acne fulminans, alopecia (which in some cases persists), 
bruising, cheilitis (dry lips), dry mouth, dry nose, dry skin, epistaxis, eruptive 
xanthomas,erythema multiforme, flushing, fragility of skin, hair abnormalities, 
hirsutism, hyperpigmentation and hypopigmentation, infections (including 
disseminated herpes simplex), nail dystrophy, paronychia, peeling of palms and 

soles, photoallergic/photosensitizing reactions, pruritus, pyogenic granuloma, rash 
(including facial erythema, seborrhea, and eczema), Stevens-Johnson syndrome, 
sunburn susceptibility increased, sweating, toxic epidermal necrolysis, urticaria, 
vasculitis (including Wegener’s granulomatosis), abnormal wound healing (delayed 
healing or exuberant granulation tissue with crusting).
Special Senses
Hearing: hearing impairment, tinnitus.
Vision: corneal opacities, decreased night vision which may persist, cataracts, color 
vision disorder, conjunctivitis, dry eyes, eyelid inflammation, keratitis, optic neuritis, 
photophobia, visual disturbances.
Urinary System: glomerulonephritis, nonspecific urogenital findings.
Laboratory
Elevation of plasma triglycerides, decrease in serum high-density lipoprotein (HDL) 
levels, elevations of serum cholesterol during treatment
Increased alkaline phosphatase, SGOT (AST), SGPT (ALT), GGTP or LDH
Elevation of fasting blood sugar, elevations of CPK, hyperuricemia
Decreases in red blood cell parameters, decreases in white blood cell counts, 
elevated sedimentation rates, elevated platelet counts, thrombocytopenia
White cells in the urine, proteinuria, microscopic or gross hematuria
Drug Interactions
• Vitamin A: Patients should be advised against taking vitamin supplements 
containing vitamin A to avoid additive toxic effects.
• Tetracyclines: Concomitant treatment of tetracyclines should be avoided because 
Zenatane™ use has been associated with a number of cases of pseudotumor cerebri 
(benign intracranial hypertension).
• Micro-dosed Progesterone Preparations: Micro-dosed progesterone preparations 
may be an inadequate method of contraception during Zenatane™ therapy. It is 
not known if hormonal contraceptives differ in their effectiveness when used with 
Zenatane™. Therefore, it is critically important for female patients of childbearing 
potential to select and commit to use two forms of effective contraception 
simultaneously, at least one of which must be a primary form.
• Norethindrone/ethinyl estradiol: In a study of 31 premenopausal female patients 
with severe recalcitrant nodular acne receiving OrthoNovum® 7/7/7 Tablets as an 
oral contraceptive agent, Zenatane™ at the recommended dose of 1 mg/kg/day, did 
not induce clinically relevant changes in the pharmacokinetics of ethinyl estradiol and 
norethindrone and in the serum levels of progesterone, follicle-stimulating hormone 
(FSH) and luteinizing hormone (LH).
• St. John’s Wort: Zenatane™ use is associated with depression in some patients. 
Patients should be prospectively cautioned not to self-medicate with the herbal 
supplement St. John’s Wort because a possible interaction has been suggested 
with hormonal contraceptives based on reports of breakthrough bleeding on oral 
contraceptives shortly after starting St. John’s Wort. Pregnancies have been  
reported by users of combined hormonal contraceptives who also used some  
form of St. John’s Wort.
• Phenytoin: Zenatane™ has not been shown to alter the pharmacokinetics of 
phenytoin in a study in seven healthy volunteers. These results are consistent with 
the in vitro finding that neither isotretinoin nor its metabolites induce or inhibit the 
activity of the CYP 2C9 human hepatic P450 enzyme. Phenytoin is known to cause 
osteomalacia. No formal clinical studies have been conducted to assess if there is 
an interactive effect on bone loss between phenytoin and Zenatane™. Therefore, 
caution should be exercised when using these drugs together.
• Systemic Corticosteroids: Systemic corticosteroids are known to cause 
osteoporosis. Therefore, caution should be exercised when using these drugs 
together.

OVERDOSAGE
In humans, overdosage has been associated with vomiting, facial flushing, cheilosis, 
abdominal pain, headache, dizziness, and ataxia. These symptoms quickly resolve 
without apparent residual effects. Zenatane™ causes serious birth defects at any 
dosage. Female patients of childbearing potential who present with isotretinoin 
overdose must be evaluated for pregnancy. Patients who are pregnant should receive 
counseling about the risks to the fetus. Nonpregnant patients must be warned 
to avoid pregnancy for at least one month and receive contraceptive counseling. 
Educational materials for such patients can be obtained by calling the manufacturer. 
Because an overdose would be expected to result in higher levels of isotretinoin in 
semen than found during a normal treatment course, male patients should use a 
condom, or avoid reproductive sexual activity with a female patient who is or might 
become pregnant, for one month after the overdose. All patients with isotretinoin 
overdose should not donate blood for at least one month.

SPECIFIC POPULATIONS
Pregnancy: Category X.
Nursing Mothers
It is not known whether this drug is excreted in human milk. Nursing mothers should 
not receive Zenatane™.
Pediatric Use
The use of Zenatane™ in pediatric patients less than 12 years of age has not been 
studied. The use of Zenatane™ for the treatment of severe recalcitrant nodular 
acne in pediatric patients ages 12 to 17 years should be given careful consideration, 
especially for those patients where a known metabolic or structural bone disease 
exists. 
Geriatric Use
Clinical studies of isotretinoin did not include sufficient numbers of subjects aged 
65 years and over.

HOW SUPPLIED/STORAGE AND HANDLING
Zenatane is supplied in 10 mg, 20 mg, 30 mg and 40 mg Capsules.
Store at 68° to 77°F (20° to 25°C). [See USP Controlled Room Temperature]. 
Protect from light.

Please see www.zenatane.com for Full Prescribing Information.

Rx Only
Manufactured by:
Cipla Limited
Kurkumbh Village
Pune – 413 802 INDIA
Manufactured for:
Dr. Reddy’s Laboratories Limited
Bachupally– 500 090 INDIA

OrthoNovum 7/7/7 is a registered trademark of Ortho-McNeil Pharmaceuticals, Inc.

iPLEDGE™ is a trademark owned by McKesson Specialty Arizona, Inc.
Questions about iPLEDGE? Call 1.866.495.0654 or visit www.ipledgeprogram.com
Copyright© 2015. Marketed by Promius Pharma, a wholly owned subsidiary of  
Dr. Reddy’s Laboratories, Inc. Princeton, NJ 08540
Based on PI: 150058463 Revised 11/2014.  Printed in U.S.A.  ZNT-1015-139.  11/15.

CONTRAINDICATIONS AND WARNINGS
Zenatane™ must not be used by female patients who are or may 
become pregnant. There is an extremely high risk that severe birth 
defects will result if pregnancy occurs while taking Zenatane™ in any 
amount, even for short periods of time. Potentially any fetus exposed 
during pregnancy can be affected. There are no accurate means of 
determining whether an exposed fetus has been affected. 
Birth defects which have been documented following Zenatane™ 
exposure include abnormalities of the face, eyes, ears, skull, 
central nervous system, cardiovascular system, and thymus and 
parathyroid glands. Cases of IQ scores less than 85 with or without 
other abnormalities have been reported. There is an increased risk of 
spontaneous abortion and premature births have been reported. 
Documented external abnormalities include: skull abnormality; ear 
abnormalities (including anotia, micropinna, small or absent external 
auditory canals); eye abnormalities (including microphthalmia); facial 
dysmorphia; cleft palate. Documented internal abnormalities include: 
CNS abnormalities (including cerebral abnormalities, cerebellar 
malformation, hydrocephalus, microcephaly, cranial nerve deficit); 
cardiovascular abnormalities; thymus gland abnormality; parathyroid 
hormone deficiency. In some cases death has occurred with certain of 
the abnormalities previously noted.
If pregnancy does occur during treatment of a female patient who is 
taking Zenatane™, Zenatane™ must be discontinued immediately and 
she should be referred to an Obstetrician-Gynecologist experienced in 
reproductive toxicity for further evaluation and counseling.
Special Prescribing Requirements
Because of Zenatane™ teratogenicity and to minimize fetal exposure, 
Zenatane™ is approved for marketing only under a special restricted 
distribution program approved by the Food and Drug Administration. 
This program is called iPLEDGE™. 

CAUSES BIRTH DEFECTS

DO NOT GET PREGNANT

Female 
Patients of 

Childbearing 
Potential

Male Patients, 
And Female 

Patients Not of 
Childbearing 

Potential

PRESCRIBER

Confirms patient counseling X X

Enters the 2 contraception 
methods X

Enters pregnancy test results X

PATIENT

Answers educational questions 
before every prescription X

Enters 2 forms of contraception X

PHARMACIST

Contacts system to get an 
authorization X X

Table 1 Monthly Required iPLEDGE Interactions 
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How the Customer-Centric Approach of The Promius Promise™ Enhances The Patient Experience.

A DISCUSSION SPONSORED BY PROMIUS PHARMA

F or individuals with severe recalcitrant nodular 
acne, Zenatane™ (Isotretinoin Capsules USP) 
10mg, 20mg, 30mg and 40mg Capsules, offers the 

potential for meaningful relief. As the only medica-
tion approved for the treatment of severe recalcitrant 
nodular acne, isotretinoin plays an essential role in 
the spectrum of care, but must be taken exactly as 
prescribed in order to avoid potential safety concerns. 
Various aspects of the process required to receive 
this medication have proven challenging for many 
patients as they navigate through the risk manage-
ment requirements (iPLEDGE™), insurance require-
ments, and the changing healthcare landscape.  The 
Promius Promise™ program was developed specifically 
to support patients with severe recalcitrant nodular 
acne and help keep them on track.

Once the provider and patient agree to move for-

ward with isotretinoin therapy, office support staff 
members often play a key role in the process. They 
may act as the liaison for the provider when com-
municating to the patient or pharmacy and assist the 
patient to ensure compliance with iPLEDGE. They 
may also be tasked with explaining insurance dynam-
ics and resolving potential formulary roadblocks, and 
working with pharmacies to confirm inventory on 
hand and find an affordable price. There are many 
moving parts which bring about various levels of 
complexity.

For prescribers, understanding the logistics of how 
patients receive their isotretinoin once prescribed 
is essential, especially given the number of steps 
required. This supplement to Practical Dermatology® 
offers a closer look into the administrative side of 
prescribing isotretinoin. Ahead, knowledgeable sup-
port staff members from various dermatology prac-
tices nationwide reflect on their experience in guid-
ing patients through the intricacies of the iPLEDGE 
program and communicating with their healthcare 
providers to ensure that patients receive their medi-
cation. In particular, they explain how The Promius 
Promise program offers a streamlined and support-
ive service that is both convenient and reliable. It 
is important to note that the Promius Promise is 
designed to help patients navigate through process 
requirements and is not designed to replace the man-
datory requirements of the IPLEDGE program.

CONTEXT MATTERS: ISOTRETINOIN AND THE 
ROLE OF SUPPORT STAFF

Once a patient is prescribed isotretinoin, members 
of the office support staff may step in to explain the 
requirements and help the patient get coordinated.  
This includes addressing any concerns as well as guid-
ing the patient along the path toward securing the 

DISCUSSION PARTICIPANTS

Veronica Facundo is a Medical Assistant at 
Dermatology Associates in Texas.

Melissa Kett is a Patient Advocate for DermOne 
in New Jersey.

Kristin Novak is a Medical Assistant at Windsor 
Dermatology in New Jersey.

Karina Rivera is a Medical Assistant at Sadick 
Dermatology in New York City.

Caroline Tarlton is a Medical Assistant at Desert 
Sky Dermatology in Arizona.

 A New “Promise” in

Patient Support
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medication. All patients must register for the risk 
management program iPLEDGE, which mandates 
female patients to be on birth control throughout 
the course of therapy. In addition, female patients 
must also take regular pregnancy tests and fill their 
prescription within a seven-day window. For male 
patients, iPLEDGE has a specific set of requirements 
as well.  If these conditions are not met in a timely 
manner each month, patients are rejected from 
iPLEDGE and must start the whole process over again. 
According to Karina Rivera, a Medical Assistant at 
Sadick Dermatology in New York City, the sheer 
volume of steps patients must take is enough to cre-
ate uncertainty for many patients before starting 
isotretinoin therapy. “I go over the requirements of 
the iPLEDGE program with each patient and explain 
the process from beginning to end,” says Ms. Rivera. 
She added, “Sometimes it can be very confusing for 
patients, so I call them each month to explain next 
steps and manage expectations.”  

Beyond iPLEDGE, some patients may also express 
reservations about isotretinoin due to the potential 
risk of severe side effects, and some medical assistants 
are often tasked with clarifying questions and ensur-
ing that patients understand the warning signs to 
look out for during treatment. According to Veronica 
Facundo, a Medical Assistant at Dermatology 
Associates in Texas, many patients mention the 
potential for depression as a main concern. She notes, 
“We have to talk about the potential risk of serious 
side effects, including birth defects and depression.“  
Additionally, the patients who are considered for 
isotretinoin therapy need to have previously tried 
and failed several therapies, which may contribute to 
some of the skepticism they may have. “Patients are 
prescribed topical agents and systemic antibiotics 
first, and when they fail on those they are presented 
with the option for isotretinoin,” says Kristen Novak, 
Medical Assistant at Windsor Dermatology in New 
Jersey. Thus, when the isotretinoin conversation 
occurs, Ms. Novak talks with her patients about the 
differences between isotretinoin treatment and their 
previous therapies as well as the process required to 
stay on track.

Another potential challenge with isotretinoin is 
insurance reimbursement. Ms. Novak states, “Patients 
often experience frustration over the dynamics of 
their plan. A provider may prescribe a six-month 
course of treatment, but the insurance company may 
only approve five months, which means that occa-

sionally we have to stop and restart a new course.” 
While patients may be experiencing uncertainty 

over discussions regarding iPLEDGE, insurance 
approvals, and/or the risks of being on the medica-
tion, Ms. Rivera emphasizes the importance of also 
reassuring patients. “It is important for patients to 
understand how isotretinoin has the potential to help 
even those who have failed on other therapies,” she 
notes.

After a patient has successfully initiated therapy, 
the role of support staff is ongoing, according to Ms. 
Facundo. “Patients sometimes struggle with timing 
the various appointments, so we need to keep in con-
tact with them to ensure they are not only getting 
their regular lab work but are also coming back to the 
office for regular checkups,” says Ms. Facundo. But in 
order for the process to run as smoothly as possible, 
patients must strictly follow the treatment guide-
lines. “It’s important to tell patients that they must 
take their isotretinoin exactly as prescribed” says 
Caroline Tarlton, a Medical Assistant at Desert Sky 
Dermatology in Arizona. In fact, Ms. Tarlton notes, 
“Because some patients do not follow the iPLEDGE 
requirements, they may need to restart treatment.” 

THE PROMIUS PROMISE
Timely access to isotretinoin is an integral com-

ponent of patient compliance to iPLEDGE require-
ments. Thus, pharmacies play an important role in 
the process. However, Ms. Tarlton points out, “On 
many occasions, retail pharmacies don’t have the 
medication in stock and aren’t very quick to com-
municate that to the patient or our office. In turn, 
this can result in a patient’s timeline being reset due 
to iPLEDGE restrictions, and subsequently lead to 
a frustrating situation for our office and patients.” 

“I go over the requirements of the 

iPLEDGE program with each patient 

and explain the process from 

beginning to end. Sometimes it can 

be very confusing for patients, so I 

call them each month to explain next 

steps and manage expectations.”  

Please see Page 2 or 7 for Brief Summary of Prescribing Information & Black Box Warning for Zenatane™ (Isotretinoin Capsules USP) 10 mg, 20 mg,  
30 mg and 40 mg Capsules. For Full Prescribing Information please visit www.zenatane.com.
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Melissa Kett, a Patient Advocate for DermOne in New 
Jersey, notes, “Often, the patient places blame with 
the prescriber when the challenge may really lie with 
the pharmacy.”

Given the potential challenges to obtaining isotreti-
noin, specialty pharmacies are often more equipped 
to dispense the drug to patients. “The specialty 
pharmacies I have experience with are much more 
communicative,” says Ms. Kett. “When we send a pre-
scription to a specialty pharmacy, I feel more confi-
dent that I’ll know quickly what I need to do for that 
patient in order for them to receive their medication 
in time.” She notes, “Communication seems much 
better when you’re dealing with one specific phar-
macy.”

The Promius Promise is a unique support program 
for patients prescribed isotretinoin, and is designed 
to streamline communication and accommodate 
questions and concerns about the process.  Through 
The Promius Promise, the pharmacy dispenses and 
ships Zenatane™ (Isotretinoin Capsules USP) 10mg, 
20mg, 30mg and 40mg Capsules, directly to patients. 
In most cases, the pharmacist will contact the patient 
or office within a few hours of receiving the prescrip-
tion.  “From my experience, if anything ever does 
not go as planned, the pharmacist notifies us within 
hours and take action to resolve the issue,” says Ms. 
Facundo. In addition, Ms. Kett notes that when it 
comes to consistency, The Promius Promise has a 
unique support system not available at retail phar-
macies. According to Ms. Kett, “With The Promius 
Promise, not only is the communication better but 
the consistency of communication is improved as 
well. Also, through The Promius Promise, the phar-
macy dispenses Zenatane, which means our patients 
are getting the same product every month.” 

The efficiency and accessibility of The Promius 
Promise also extends to how patients receive the 
medication. In fact, according to Ms. Novak, patients 
may save time by getting their prescription through 
the mail. “Instead of dropping off the prescription 
and possibly having to go back to the pharmacy 
a couple of days later to pick it up, through The 
Promius Promise, the pharmacy simply mails the 
medication to wherever is best for the patient. It’s 
just easier that way,” says Ms. Novak. Ms. Rivera also 
points out that The Promius Promise is flexible. She 
notes, “I like the fact that they have extended hours 
throughout the week and are open on Saturdays, 
because our office is open on Saturdays as well.”

Cost Savings and Convenience. Another benefit 
of The Promius Promise is that it assists the patient 
in finding cost-effective options, according to Ms. 
Tarlton. “For example, a once per day dose of 40mg 
may require less out of pocket cost for the patient, 
depending on the dynamics of the insurance plan and 
rebate, if dispensed as two 20mg capsules versus one 
40mg capsule.” Through The Promius Promise, the 
pharmacy will present the most cost-effective option 
to the patient, and, if necessary, call the provider back 
to share that information and obtain approval.  Ms. 
Tarlton continues, “They are more patient-oriented 
compared to some pharmacies we’ve used in the 
past.” Ms. Facundo adds that The Promius Promise 
makes the process simpler because the office is more 
aligned with the pharmacy. She states, “Once the 
patient fully understands their requirements the 
process becomes much easier.” “And even more of 
a breeze when the pharmacy knows what they’re 
doing.” Ms. Kett agrees. “They do an amazing job with 
calling patients and getting them a prescription over-
night when necessary,” says Ms. Kett, who also notes 
that this expediency may help patients stay on track.

In addition to cost savings based on clear commu-
nication, patients can save additionally through The 
Promius Promise rebate program. Eligible patients 
automatically receive a rebate each month for 
Zenatane, and Ms. Tarlton also points out that The 
pharmacy will tell the patient, down to the penny, 
their out of pocket costs before dispensing medica-
tion, which goes a long way toward clearing up any 
confusion.

Given all of these upsides, Ms. Tarlton believes that 
giving patients all the information about the program 
upfront can significantly ease their concerns. “Usually 
before we even start treatment, I give them a rundown 
of costs in addition to explaining the process itself. I usu-

“Patients sometimes struggle with 

timing the various appointments, so 

we need to keep in contact with them 

to ensure they are not only getting 

their regular lab work but are also 

coming back to the office for 

regular checkups.”

Please see Page 2 or 7 for Brief Summary of Prescribing Information & Black Box Warning for Zenatane™ (Isotretinoin Capsules USP) 10 mg, 20 mg,  
30 mg and 40 mg Capsules. For Full Prescribing Information please visit www.zenatane.com.
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ally tell them that isotretinoin can be quite expensive 
but the price may be reduced, or even free, through The 
Promius Promise,” she explains. While every patient’s 
co-pay varies, Ms. Tarlton assures patients that the 
medication is often times less expensive through The 
Promius Promise. Ms. Rivera points out that many of her 
patients have had good experiences with the rebate, as 
well. She notes, “Some patients have been on Zenatane™ 
(Isotretinoin Capsules USP) 10mg, 20mg, 30mg and 
40mg Capsules for months already without paying any-
thing out of pocket.”

This communication is also good when informing 
patients about prior authorizations, according to Ms. 
Facundo. “I let them know that there may be require-
ments on my end as well each month throughout 
their treatment, especially if I need to contact their 
insurance company to clear a prior authorization. I 
just tell them that The Promius Promise makes the 
process a lot more efficient,” she says.

Interacting with Providers. In her role as Patient 
Advocate, Ms. Kett is accustomed to fielding calls 
from upset patients who have missed the window 
to get their isotretinoin. “When somebody is on the 
phone and they’re upset, I tell them about how The 
Promius Promise may help and explain that we can 
send their prescription straight there,” she notes. She 
continues, “The program works so well that I began 
to recommend it to all the providers in our practice 
who prescribe isotretinoin.” 

When it comes to the conversation with patients 
about the advantages of using The Promius Promise, 
Ms. Tarlton notes that patients are much more agree-
able to use the program when the doctor or staff 
takes the time to explain the benefits.  She mentions 
that her practicing physician communicates the mes-
sage in a way everyone can understand. Ms. Tarlton 
states, “He tells the patient that we’re going to send 
the prescription to The Promius Promise at Direct 
Success Pharmacy because it’ll likely be more cost 
effective for them.”

COMMUNICATION, CONSISTENCY,  
AND RELIABILITY 

Some of the most important factors in why The 
Promius Promise is such an effective program are 
enhanced communication and customer service, 
according to Ms. Facundo. “If there is a question 
regarding the dosage, the pharmacy will contact me 
right away. If I get busy and don’t return their call 
within a few hours, they’ll actually call me again, 

because they know the short timeframe they’re up 
against,” Ms. Facundo says. According to Ms. Novak, 
“This stands in stark contrast to the experience many 
of our support staff members are used to with other 
pharmacies.” Ms. Tarlton notes that since the practice 
she works for started sending patients to The Promius 
Promise, they have received noticeably fewer calls 
from concerned patients. “The Promius Promise stays 
on top of our patients, and it really helps to know 
that the pharmacy actually cares and wants to help 
your patients stay on track,” says Ms. Tarlton. She 
adds, “I think it also shows patients the importance 
of taking their isotretinoin exactly as prescribed and 
only when the proper requirements are met.” 

When it comes to offering patients a window into 
the benefits of The Promius Promise, Ms. Tarlton 
recalls her own personal experience with isotretinoin. 
“As someone who has been on isotretinoin more 
than once, and used both a local retail pharmacy 
as well as The Promius Promise to fill my prescrip-
tions, I tell patients about how the program offers 
enhanced support. I explain that there is financial 
assistance if they’re eligible, that the pharmacy always 
has the medication in stock, and that the techni-
cians and case managers at The Promius Promise 
are there to help you stay on track,” she notes. Ms. 
Novak states, “Once you explain all the benefits of 
The Promius Promise, it starts to make sense for all 
parties involved. By optimizing aspects of the isotreti-
noin process, The Promius Promise delivers a much-
needed service to patients. It helps make the process 
smoother for the isotretinoin patient. They are there 
to call them and remind them what needs to be 
done. Everybody is pitching in to ensure patients 
meet their requirements.”

Together, the reliability, consistency, and conve-
nience of The Promius Promise add up to uniquely 
enhanced patient support, unlike any other program 
in dermatology. n

“When we send a prescription to a 

specialty pharmacy, I feel more 

confident that I’ll know quickly what I 

need to do for that patient in order for 

them to receive their 

medication in time.”

Please see Page 2 or 7 for Brief Summary of Prescribing Information & Black Box Warning for Zenatane™ (Isotretinoin Capsules USP) 10 mg, 20 mg,  
30 mg and 40 mg Capsules. For Full Prescribing Information please visit www.zenatane.com.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION
See package insert for Full Prescribing Information, Medication Guide and iPLEDGE 
R.E.M.S. information or visit www.zenatane.com.

INDICATIONS AND USAGE
Severe Recalcitrant Nodular Acne
Zenatane™ is indicated for the treatment of severe recalcitrant nodular acne. 
Nodules are inflammatory lesions with a diameter of 5 mm or greater. The nodules 
may become suppurative or hemorrhagic. “Severe,” by definition means “many” 
as opposed to “few or several” nodules. Because of significant adverse effects 
associated with its use, Zenatane™ should be reserved for patients with severe 
nodular acne who are unresponsive to conventional therapy, including systemic 
antibiotics. In addition, Zenatane™ is indicated only for those female patients who 
are not pregnant, because Zenatane™ can cause severe birth defects.

CONTRAINDICATIONS
Pregnancy: Category X.
Allergic Reactions - Zenatane™ is contraindicated in patients who are hypersensitive 
to this medication or to any of its components.

WARNINGS 
Psychiatric Disorders
Zenatane™ may cause depression, psychosis and, rarely, suicidal 
ideation, suicide attempts, suicide, and aggressive and/or violent 
behaviors. No mechanism of action has been established for these events. 
Prescribers should read the brochure, Recognizing Psychiatric Disorders 
in Adolescents and Young Adults: A Guide for Prescribers of Isotretinoin. 
Prescribers should be alert to the warning signs of psychiatric disorders 
to guide patients to receive the help they need. Therefore, prior to 
initiation of Zenatane™ therapy, patients and family members should be 
asked about any history of psychiatric disorder, and at each visit during 
therapy patients should be assessed for symptoms of depression, mood 
disturbance, psychosis, or aggression to determine if further evaluation 
may be necessary. Patients should stop Zenatane™ and the patient or 
a family member should promptly contact their prescriber if the patient 
develops depression, mood disturbance, psychosis, or aggression, without 
waiting until the next visit. Discontinuation of Zenatane™ therapy may be 
insufficient; further evaluation may be necessary. A referral to a mental 
health professional may be necessary. The physician should consider 

whether Zenatane™ therapy is appropriate in this setting; for some patients 
the risks may outweigh the benefits of Zenatane™ therapy.
Pseudotumor Cerebri
Zenatane™ use has been associated with a number of cases of 
pseudotumor cerebri (benign intracranial hypertension), some of which 
involved concomitant use of tetracyclines. Concomitant treatment with 
tetracyclines should therefore be avoided.
Serious Skin Reactions
There have been post-marketing reports of erythema multiforme and severe skin 
reactions [e.g., Stevens-Johnson syndrome (SJS), toxic epidermal necrolysis (TEN)] 
associated with Zenatane™ use.
Pancreatitis
Acute pancreatitis has been reported in patients with either elevated or normal 
serum triglyceride levels.
Lipids
Elevations of serum triglycerides in excess of 800 mg/dL have been reported in 
patients treated with Zenatane™. 
Hearing Impairment
Impaired hearing has been reported in patients taking Zenatane™.
Hepatotoxicity
Clinical hepatitis considered to be possibly or probably related to Zenatane™ therapy 
has been reported. 
Inflammatory Bowel Disease
Zenatane™ has been associated with inflammatory bowel disease in patients 
without a prior history of intestinal disorders.
Skeletal
Bone Mineral Density
Effects of multiple courses of Zenatane™ on the developing musculoskeletal system 
are unknown. There is some evidence that long-term, high-dose, or multiple courses 
of therapy with Zenatane™ have more of an effect than a single course of therapy on 
the musculoskeletal system.
Hyperostosis
A high prevalence of skeletal hyperostosis was noted in clinical trials for disorders 
of keratinization with a mean dose of 2.24 mg/kg/day. Additionally, skeletal 
hyperostosis was noted in six of eight patients in a prospective study of disorders 
of keratinization. 
Premature Epiphyseal Closure
There are spontaneous reports of premature epiphyseal closure in acne patients 
receiving recommended doses of Zenatane™.
Vision Impairment
Visual problems should be carefully monitored. All Zenatane™ patients experiencing 
visual difficulties should discontinue Zenatane™ treatment and have an 
ophthalmological examination.
Corneal Opacities
Corneal opacities have occurred in patients receiving Zenatane™ for acne and 
more frequently when higher drug dosages were used in patients with disorders of 
keratinization. 
Decreased Night Vision
Decreased night vision has been reported during Zenatane™ therapy and in some 
instances the event has persisted after therapy was discontinued. Because the onset 
in some patients was sudden, patients should be advised of this potential problem 
and warned to be cautious when driving or operating any vehicle at night.
PRECAUTIONS
Zenatane™ must only be prescribed by prescribers who are registered and activated 
with the iPLEDGE program. Zenatane™ must only be dispensed by a pharmacy 
registered and activated with iPLEDGE, and must only be dispensed to patients who 
are registered and meet all the requirements of iPLEDGE. Registered and activated 
pharmacies must receive Zenatane™ only from wholesalers registered with iPLEDGE.
Prescribers
To prescribe Zenatane™, the prescriber must be registered and activated with the 
pregnancy risk management program iPLEDGE. Prescribers can register by signing 
and returning the completed registration form. Prescribers can only activate their 
registration by affirming that they meet requirements and will comply with all 
iPLEDGE requirements. Isotretinoin must only be prescribed to female patients who 
are known not to be pregnant as confirmed by a negative CLIA-certified laboratory 
conducted pregnancy test.

Pharmacists
Isotretinoin must only be dispensed by a pharmacy registered and activated with the 
pregnancy risk management program iPLEDGE and only when the registered patient 
meets all the requirements of the iPLEDGE program. The Responsible Site Pharmacist 
must register the pharmacy by signing and returning the completed registration form.

ADVERSE REACTIONS
Clinical Trials and Post-marketing Surveillance
The adverse reactions listed below reflect the experience from investigational studies 
of Zenatane™ and the postmarketing experience. The relationship of some of these 
events to Zenatane™ therapy is unknown. 
Dose Relationship
Cheilitis and hypertriglyceridemia are usually dose related. Most adverse reactions 
reported in clinical trials were reversible when therapy was discontinued; however, 
some persisted after cessation of therapy.
Body as a Whole: allergic reactions, including vasculitis, systemic hypersensitivity, 
edema, fatigue, lymphadenopathy, weight loss.
Cardiovascular: palpitation, tachycardia, vascular thrombotic disease, stroke.
Endocrine/Metabolic: hypertriglyceridemia, alterations in blood sugar levels 
Gastrointestinal: inflammatory bowel disease, hepatitis, pancreatitis, bleeding and 
inflammation of the gums, colitis, esophagitis/esophageal ulceration, ileitis, nausea, 
and other nonspecific gastrointestinal symptoms.
Hematologic: allergic reactions, anemia, thrombocytopenia, neutropenia, rare reports 
of agranulocytosis.
Musculoskeletal: skeletal hyperostosis, calcification of tendons and ligaments, 
premature epiphyseal closure, decreases in bone mineral density, musculoskeletal 
symptoms (sometimes severe) including back pain, myalgia, and arthralgia, transient 
pain in the chest, arthritis, tendonitis, other types of bone abnormalities, elevations 
of CPK/rare reports of rhabdomyolysis.
Neurological: pseudotumor cerebri, dizziness, drowsiness, headache, insomnia, 
lethargy, malaise, nervousness, paresthesias, seizures, stroke, syncope, weakness
Psychiatric: suicidal ideation, suicide attempts, suicide, depression, psychosis, 
aggression, violent behaviors, emotional instability.
Of the patients reporting depression, some reported that the depression subsided 
with discontinuation of therapy and recurred with reinstitution of therapy.
Reproductive System: abnormal menses.
Respiratory: bronchospasms (with or without a history of asthma), respiratory 
infection, voice alteration.
Skin and Appendages: acne fulminans, alopecia (which in some cases persists), 
bruising, cheilitis (dry lips), dry mouth, dry nose, dry skin, epistaxis, eruptive 
xanthomas,erythema multiforme, flushing, fragility of skin, hair abnormalities, 
hirsutism, hyperpigmentation and hypopigmentation, infections (including 
disseminated herpes simplex), nail dystrophy, paronychia, peeling of palms and 

soles, photoallergic/photosensitizing reactions, pruritus, pyogenic granuloma, rash 
(including facial erythema, seborrhea, and eczema), Stevens-Johnson syndrome, 
sunburn susceptibility increased, sweating, toxic epidermal necrolysis, urticaria, 
vasculitis (including Wegener’s granulomatosis), abnormal wound healing (delayed 
healing or exuberant granulation tissue with crusting).
Special Senses
Hearing: hearing impairment, tinnitus.
Vision: corneal opacities, decreased night vision which may persist, cataracts, color 
vision disorder, conjunctivitis, dry eyes, eyelid inflammation, keratitis, optic neuritis, 
photophobia, visual disturbances.
Urinary System: glomerulonephritis, nonspecific urogenital findings.
Laboratory
Elevation of plasma triglycerides, decrease in serum high-density lipoprotein (HDL) 
levels, elevations of serum cholesterol during treatment
Increased alkaline phosphatase, SGOT (AST), SGPT (ALT), GGTP or LDH
Elevation of fasting blood sugar, elevations of CPK, hyperuricemia
Decreases in red blood cell parameters, decreases in white blood cell counts, 
elevated sedimentation rates, elevated platelet counts, thrombocytopenia
White cells in the urine, proteinuria, microscopic or gross hematuria
Drug Interactions
• Vitamin A: Patients should be advised against taking vitamin supplements 
containing vitamin A to avoid additive toxic effects.
• Tetracyclines: Concomitant treatment of tetracyclines should be avoided because 
Zenatane™ use has been associated with a number of cases of pseudotumor cerebri 
(benign intracranial hypertension).
• Micro-dosed Progesterone Preparations: Micro-dosed progesterone preparations 
may be an inadequate method of contraception during Zenatane™ therapy. It is 
not known if hormonal contraceptives differ in their effectiveness when used with 
Zenatane™. Therefore, it is critically important for female patients of childbearing 
potential to select and commit to use two forms of effective contraception 
simultaneously, at least one of which must be a primary form.
• Norethindrone/ethinyl estradiol: In a study of 31 premenopausal female patients 
with severe recalcitrant nodular acne receiving OrthoNovum® 7/7/7 Tablets as an 
oral contraceptive agent, Zenatane™ at the recommended dose of 1 mg/kg/day, did 
not induce clinically relevant changes in the pharmacokinetics of ethinyl estradiol and 
norethindrone and in the serum levels of progesterone, follicle-stimulating hormone 
(FSH) and luteinizing hormone (LH).
• St. John’s Wort: Zenatane™ use is associated with depression in some patients. 
Patients should be prospectively cautioned not to self-medicate with the herbal 
supplement St. John’s Wort because a possible interaction has been suggested 
with hormonal contraceptives based on reports of breakthrough bleeding on oral 
contraceptives shortly after starting St. John’s Wort. Pregnancies have been  
reported by users of combined hormonal contraceptives who also used some  
form of St. John’s Wort.
• Phenytoin: Zenatane™ has not been shown to alter the pharmacokinetics of 
phenytoin in a study in seven healthy volunteers. These results are consistent with 
the in vitro finding that neither isotretinoin nor its metabolites induce or inhibit the 
activity of the CYP 2C9 human hepatic P450 enzyme. Phenytoin is known to cause 
osteomalacia. No formal clinical studies have been conducted to assess if there is 
an interactive effect on bone loss between phenytoin and Zenatane™. Therefore, 
caution should be exercised when using these drugs together.
• Systemic Corticosteroids: Systemic corticosteroids are known to cause 
osteoporosis. Therefore, caution should be exercised when using these drugs 
together.

OVERDOSAGE
In humans, overdosage has been associated with vomiting, facial flushing, cheilosis, 
abdominal pain, headache, dizziness, and ataxia. These symptoms quickly resolve 
without apparent residual effects. Zenatane™ causes serious birth defects at any 
dosage. Female patients of childbearing potential who present with isotretinoin 
overdose must be evaluated for pregnancy. Patients who are pregnant should receive 
counseling about the risks to the fetus. Nonpregnant patients must be warned 
to avoid pregnancy for at least one month and receive contraceptive counseling. 
Educational materials for such patients can be obtained by calling the manufacturer. 
Because an overdose would be expected to result in higher levels of isotretinoin in 
semen than found during a normal treatment course, male patients should use a 
condom, or avoid reproductive sexual activity with a female patient who is or might 
become pregnant, for one month after the overdose. All patients with isotretinoin 
overdose should not donate blood for at least one month.

SPECIFIC POPULATIONS
Pregnancy: Category X.
Nursing Mothers
It is not known whether this drug is excreted in human milk. Nursing mothers should 
not receive Zenatane™.
Pediatric Use
The use of Zenatane™ in pediatric patients less than 12 years of age has not been 
studied. The use of Zenatane™ for the treatment of severe recalcitrant nodular 
acne in pediatric patients ages 12 to 17 years should be given careful consideration, 
especially for those patients where a known metabolic or structural bone disease 
exists. 
Geriatric Use
Clinical studies of isotretinoin did not include sufficient numbers of subjects aged 
65 years and over.

HOW SUPPLIED/STORAGE AND HANDLING
Zenatane is supplied in 10 mg, 20 mg, 30 mg and 40 mg Capsules.
Store at 68° to 77°F (20° to 25°C). [See USP Controlled Room Temperature]. 
Protect from light.

Please see www.zenatane.com for Full Prescribing Information.

Rx Only
Manufactured by:
Cipla Limited
Kurkumbh Village
Pune – 413 802 INDIA
Manufactured for:
Dr. Reddy’s Laboratories Limited
Bachupally– 500 090 INDIA

OrthoNovum 7/7/7 is a registered trademark of Ortho-McNeil Pharmaceuticals, Inc.

iPLEDGE™ is a trademark owned by McKesson Specialty Arizona, Inc.
Questions about iPLEDGE? Call 1.866.495.0654 or visit www.ipledgeprogram.com
Copyright© 2015. Marketed by Promius Pharma, a wholly owned subsidiary of  
Dr. Reddy’s Laboratories, Inc. Princeton, NJ 08540
Based on PI: 150058463 Revised 11/2014.  Printed in U.S.A.  ZNT-1015-139.  11/15.

CONTRAINDICATIONS AND WARNINGS
Zenatane™ must not be used by female patients who are or may 
become pregnant. There is an extremely high risk that severe birth 
defects will result if pregnancy occurs while taking Zenatane™ in any 
amount, even for short periods of time. Potentially any fetus exposed 
during pregnancy can be affected. There are no accurate means of 
determining whether an exposed fetus has been affected. 
Birth defects which have been documented following Zenatane™ 
exposure include abnormalities of the face, eyes, ears, skull, 
central nervous system, cardiovascular system, and thymus and 
parathyroid glands. Cases of IQ scores less than 85 with or without 
other abnormalities have been reported. There is an increased risk of 
spontaneous abortion and premature births have been reported. 
Documented external abnormalities include: skull abnormality; ear 
abnormalities (including anotia, micropinna, small or absent external 
auditory canals); eye abnormalities (including microphthalmia); facial 
dysmorphia; cleft palate. Documented internal abnormalities include: 
CNS abnormalities (including cerebral abnormalities, cerebellar 
malformation, hydrocephalus, microcephaly, cranial nerve deficit); 
cardiovascular abnormalities; thymus gland abnormality; parathyroid 
hormone deficiency. In some cases death has occurred with certain of 
the abnormalities previously noted.
If pregnancy does occur during treatment of a female patient who is 
taking Zenatane™, Zenatane™ must be discontinued immediately and 
she should be referred to an Obstetrician-Gynecologist experienced in 
reproductive toxicity for further evaluation and counseling.
Special Prescribing Requirements
Because of Zenatane™ teratogenicity and to minimize fetal exposure, 
Zenatane™ is approved for marketing only under a special restricted 
distribution program approved by the Food and Drug Administration. 
This program is called iPLEDGE™. 

CAUSES BIRTH DEFECTS

DO NOT GET PREGNANT

Female 
Patients of 

Childbearing 
Potential

Male Patients, 
And Female 

Patients Not of 
Childbearing 

Potential

PRESCRIBER

Confirms patient counseling X X

Enters the 2 contraception 
methods X

Enters pregnancy test results X

PATIENT

Answers educational questions 
before every prescription X

Enters 2 forms of contraception X

PHARMACIST

Contacts system to get an 
authorization X X

Table 1 Monthly Required iPLEDGE Interactions 
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TM

only isotretinoin therapy supported with “The PROMISE” 

Talk to your patients about ZENATANE with The Promius Promise

Living with severe recalcitrant nodular acne is challenging 
enough. Let The Promius PromiseTM program help guide your patients through the 
requirements. ZenataneTM (Isotretinoin Capsules USP) is the only isotretinoin with  
The Promius Promise. Support to help your patients stay on track:

•  A live, US-based call center available weekdays 8AM-11PM ET and Saturdays 9AM-3PM ET

•  Answers to questions regarding requirements and insurance coverage

•  Automatic application of $0 co-pay or money-saving rebates for eligible patientsa

•  Facilitation of no-cost shipping anywhere patients are located in the  
contiguous United States

 
iPLEDGETM is a trademark owned by McKesson Specialty Arizona Inc. 
Questions about iPLEDGE? Call 1.866.495.0654 or visit www.ipledgeprogram.com
Copyright© 2015. Marketed by Promius Pharma, a wholly owned subsidiary of Dr. Reddy’s Laboratories, Inc.  Princeton, NJ 08540
Based on PI: 150058463   Revised 11/2014.   Printed in the U.S.A.     ZNT-1015-139      11/15 

aPlease call 1-888-959-7600 for eligibility requirements.   

Other serious side effects include depression, psychosis and rarely, suicidal ideation, suicide attempts and suicide, aggressive and/or violent behavior, 
pseudotumor cerebri, pancreatitis, hearing impairment, inflammatory bowel disease, skeletal changes, hyperostosis, premature epiphyseal closure, vision 
impairment, corneal opacities and decreased night vision. 

Please see back side of this page for Brief Summary of Prescribing Information or visit www.zenatane.com for Full Prescribing Information.

CONTRAINDICATIONS AND WARNINGS 
Zenatane must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth defects will result if 
pregnancy occurs while taking Zenatane in any amount, even for short periods of time. Potentially any fetus exposed during pregnancy can be affected. 
There are no accurate means of determining whether an exposed fetus has been affected. 
Birth defects which have been documented following Zenatane exposure include abnormalities of the face, eyes, ears, skull, central nervous system, 
cardiovascular system, and thymus and parathyroid glands. Cases of IQ scores less than 85 with or without other abnormalities have been reported. 
There is an increased risk of spontaneous abortion, and premature births have been reported. 
Documented external abnormalities include: skull abnormality; ear abnormalities (including anotia, micropinna, small or absent external auditory 
canals); eye abnormalities (including microphthalmia); facial dysmorphia; cleft palate. Documented internal abnormalities include: CNS abnormalities 
(including cerebral abnormalities, cerebellar malformation, hydrocephalus, microcephaly, cranial nerve deficit); cardiovascular abnormalities; thymus 
gland abnormality; parathyroid hormone deficiency. In some cases death has occurred with certain of the abnormalities previously noted. 
If pregnancy does occur during treatment of a female patient who is taking Zenatane, Zenatane must be discontinued immediately and she should be 
referred to an Obstetrician-Gynecologist experienced in reproductive toxicity for further evaluation and counseling.  
Special Prescribing Requirements  
Because of Zenatane teratogenicity and to minimize fetal exposure, Zenatane is approved for marketing only under a special restricted distribution 
program approved by the Food and Drug Administration. This program is called iPLEDGE™. Zenatane must only be prescribed by prescribers who are 
registered and activated with the iPLEDGE program. Zenatane must only be dispensed by a pharmacy registered and activated with iPLEDGE, and must 
only be dispensed to patients who are registered and meet all the requirements of iPLEDGE (see PRECAUTIONS). 

INDICATION
Zenatane is indicated for the treatment of severe recalcitrant nodular acne. Because of significant adverse effects associated with its use, Zenatane should 
be reserved for patients with severe nodular acne who are unresponsive to conventional therapy, including systemic antibiotics. In addition, Zenatane is 
indicated only for those female patients who are not pregnant, because Zenatane can cause severe birth defects.

Zenatane (Isotretinoin Capsules USP) 10 mg, 20 mg, 30 mg and 40 mg Capsules 

CAUSES BIRTH DEFECTS

DO NOT GET PREGNANT
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