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Efficacy of Generic vs. branded Isotretinoin for Acne treatment:
a case report
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ABSTRACT

Acne vulgaris can have significant psychological effects and leave extreme skin scarring on the patient. Also, this condition can cause
discomfort, disfigurement of the skin, emotional stress, anxiety, and embarrassment. Acne can be treated using either systemic or
topical therapies. The effectiveness of oral isotretinoin in acne vulgaris has been well established. The recommended daily prescription
varies from 0.5 to 1 mg/kg. The therapy should be maintained for several months to reach cumulative doses of 120-150 mg/kg in
maximum. Nevertheless, numerous side effects are identified with its use, some of which can lead to very devastating consequences.
Some patients may develop serious early flaring of AV with various deep inflammatory papules and nodules. In other cases, patients may
experience a lot of intolerability of dose-related side effects, including xerophthalmia, xerosis, myalgia, and cheilitis. Based on this
information, the current paper sought to present a case report of a patient with acne vulgaris and their response to isotretinoin of
different generics. The patient did not experience improvements in their acne condition while on generic medications. In line with the
reviewed literature, generic medications are linked with comparable effectiveness with their brand counterparts, but bioequivalence

tests should be questioned.
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antibiotics are prescribed in mostly moderate-to-severe
inflammatory acne, and the most common first choice options
include tetracyclines and derivatives. Hormonal therapy may be
required in female patients experiencing serious seborrhea and
works to avert the effects of androgens on sebaceous glands and
follicular keratinocytes. Currently, old and new topical and
systemic agents are available to treat acne, which can at times
confuse dermatologists. During the treatment process, the
patient's progress is documented and as the clinical condition
advances, the regimen may be modified. ©* ¢

A series of recent studies have identified isotretinoin therapy as
a successful treatment for AV. Approved by the United States
Food and Drug Administration in 1982, isotretinoin acts as a
non-aromatic retinoid. Since its introduction in the market, oral
isotretinoin has demonstrated its effectiveness in the treatment
of severe and recalcitrant cases of inflammatory acne. Millions
of patients, including a subclass of children, have undergone
treatment with isotretinoin. Clinical studies and worldwide
experience have shown that isotretinoin provides total or nearly
complete remission of acne, with long-lasting therapeutic
benefits after completion. The most important bit is that
isotretinoin remains as the only therapy for acne that can induce
remission upon completion of an adequate course of therapy.
Lengthy remissions happen with reasonable certainty among
most of the patients. Due to the many people with severe and
recalcitrant acne who have been treated worldwide, various
publications have dealt with the need for retreatment of acne
with isotretinoin. [

The recommended daily prescription varies from 0.5 to 1
mg/kg. The therapy should be maintained for several months to
reach cumulative doses of 120-150 mg/kg in maximum.
Additionally, researchers recommend the use of isotretinoin
therapy for acne cases that are intractable to conventional
therapy with a topical retinoid, benzoyl peroxide (BPO) as well
as oral antibiotic therapy. Prescribing guidelines also require
those female patients of childbearing potential experiencing
severe nodular acne use an oral contraceptive or any other form
of highly effective contraceptive before taking on isotretinoin
therapy. ¥

A recent evidence-based update reviewed approaches to
managing AV. The rescarchers identified oral isotretinoin
monotherapy as the gold-standard treatment for severe acne.
These findings were reached after a review of various RCTs
comparing oral isotretinoin monotherapy to several alternatives
in the treatment of moderate to severe acne. Using isotretinoin
intermittently together with other topical treatments for severe
acne did not confer any clear benefit compared to relying on a
standard course of oral isotretinoin. The implication from this
study is that isotretinoin monotherapy is the treatment of choice
among acne patients. !

Some authors have presented the dosing requirements of oral
isotretinoin, reported data on factors that could lead to relapse
after oral isotretinoin therapy, and the possible effect of co-
administering the therapy with food. The study recommends an
optimal initial daily dose of oral isotretinoin of 0.5mg/kg/day,
with the potential of increasing it to 1mg/kg/day within 4 to 8

weeks if the patient does not report any serious clinical events.
Past research recommends such a dosage considering that some
patients could develop acute early flaring of AV with various
deep inflammatory papules and nodules. Besides, others could
experience a lot of intolerability of dose-related side effects,
including xerosis, xerophthalmia, myalgia, and cheilitis. Certain
modes of the drug are responsible for causing sustained
remission. For instance, isotretinoin activates a dose-dependent
reduction in the size and cross-sectional area of sebaceous
glands, which is believed to be a key mode of action of oral
isotretinoin in AV treatment. Recently, isotretinoin has been
found to cause a longstanding effect on monocyte expression of
Toll-like receptor-2 (TLR-2), an outcome that correlates with
extended remission after therapy cessation. isotretinoin also
acts by inhibiting comedogenesis. An analysis of different
scenarios in oral isotretinoin prescribing patterns, dispensing
and administration of medication, and eating habits among
adolescents, most studies suggest the use of oral isotretinoin
without food. 1%

Many side effects, some of which may lead to very devastating
results, are known by their use. Some patients may develop
serious early flaring of AV with various deep inflammatory
papules and nodules. In other cases, patients may experience a
lot of intolerability of dose-related side effects, including
xerophthalmia, xerosis, myalgia, and cheilitis. The frequency of
isotretinoin -related side effects were tested in a recent study
among different groups in a multicenter and controlled study.
The first group had 66 patients with moderate to severe cases
and received isotretinoin for the first 10 days of every month
for 6 months. The second group received isotretinoin every day
in the first month and the first 10 days of every month for 5
months afterward. The last group received isotretinoin every
day for 6 months. In all three groups, patients received a dosage
of 0.5 mg/kg each day and were followed-up for 12 months.
The rate of recurrence and severity of side effects affiliated with
isotretinoin was found to be lower in the 1* and 2™ groups
compared to the 3. These findings imply that intermittent
administration of isotretinoin could be an effective alternative
treatment, more so in moderate acne. ['' 2]

This paper aims to document the efficacy and typical side effects
of isotretinoin therapy between different generics for the

treatment of acne in one patient.

Case report

The case of 16 years old female presenting with a moderate
type of AV. The patient tried over the counter and various
other prescribed medications of either topical or oral regimens
with no improvement for one year. On the 17" of September
2020, her doctor prescribed the local brand of isotretinoin 40
mg per day (1 mg/kg/day). For 64 days, the acne did not
improve, and the patient noticed the deterioration of the acne
appearance. The patient reported none of the typical side effects
of isotretinoin. After filling the prescription with the genuine
brand isotretinoin, the patient started to notice dryness after 3

days of use. After 45 days of use, the acne went from moderate
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to mild. The patient reported her concern to the doctor “I read
a lot of posts on social media of patients experiencing a similar

problem — delay in experiencing the positive results.”

Discussion

Acne is an upsetting and at times painful problem that affects
many teenagers worldwide. The presented case demonstrates
the use of generic vs. brand name isotretinoin to treat moderate
AV. In this study, generic isotretinoin was found to be less
effective compared to brand name varieties and resulted in
increased severity of side effects. Treating the patient with the
genuine brand isotretinoin resulted in significant reductions in
acne scores within a short period. The patient tolerated the new
prescription well with limited side effects reported. Consistent
with the reviewed results, generic medications are associated
with comparable effectiveness with brand medication but could
also lead to adverse effects. [}l For instance, the patient in the
case report did not experience improvements in their acne
condition while on generic medications. Additionally, the study
shows significant differences between generic and brand name
isotretinoin regarding the time taken to experience a positive
outcome. These results, in general, are consistent with previous
studies that confirm the effectiveness of brand isotretinoin when
administered under the right schedule. "' '? The outcome of the
case can help encourage educational interventions focused on
reviewing the effectiveness of generic medications in managing

conditions, such as AV.

Conclusion

In this report, we present a case of a 16-year-old female patient
with a moderate type of AV. The case report emphasizes the
different responses, effectiveness, side effects between two
generics of different companies of isotretinoin for the treatment
of acne. While the standard daily dose of isotretinoin is the
same, it is clear that bioequivalence is not at least for this one
patient experience. Additional well-designed studies are needed
to explore the bioequivalences between different generics of

isotretinoin.
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