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ORAL ANTIBIOTICS

o Utilization of these drugs is primarily
indicated for patients with moderate to
severe inflammatory acne.

o Oral antibiotics may also be used for
patients who have milder truncal acne, for
whom the application of topical antibiotics
is difficult.
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ORAL ANTIBIOTICS

o The use of erythromycin is now
recommended only for patients in whom
tetracycline derivatives are contraindicated

o It has less anti-inflammatory activity than
the tetracyclines.
o In addition, P. acnes often develops

resistance to this drug, resulting in
treatment failure.

o Many patients experience intolerable
gastrointestinal side effects.
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ORAL ANTIBIOTICS

o studies have found an increased rate of
upper respiratory infections in acne
patients treated with oral antibiotic
therapy

o greater risk for upper respiratory infection
among acne patients treated with either
topical or oral antibiotics
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The following practices may reduce

the incidence of resistance

o Only prescribe antibiotics when necessary

o The duration of treatment should be
limited; an oral antibiotic should be
discontinued when there is no additional
clinical improvement or clinical
improvement is absent

o limit treatment courses to a maximum of
12 to 16 weeks when feasible.
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The following practices may reduce

the incidence of resistance

o In order to avoid changing oral antibiotics
prematurely, six to eight weeks of therapy
should be allowed prior to evaluating
treatment efficacy.

O After six to eight weeks, a change in the
type of antibiotic can be considered if
there is no response.

o In cases in which a partial response is
seen, therapy should be continued and
response reassessed after another six to
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The following practices may reduce

the imncidence of resistance

o Do not simultaneously treat with a topical
antibiotic and an oral antibiotic

o Avoid use of antibiotics (topical or oral) as
monotherapy or as maintenance therapy
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ORAL ISOTRETINOIN

o effective for the treatment of severe,
recalcitrant nodular acne.

o In clinical practice, it is also used for
milder acne that is resistant to other
treatments or associated with significant
scarring.

o Oral isotretinoin is used as monotherapy;
a typical treatment course is 120 to
150 mg/kg, which usually translates to a
20-week course for most patients.
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Y ,,. Welcome
Have Questions? Call our toll-free number 1-866-495-0654
l Monday to Saturday, 9 AM - 12 AM (Midnight) ET
\\¥// Committed to Pregnancy Prevention

"ONLY WAY

HOME About Isotretinoin

PATIENT
INFORMATION

f pregnancy does occur dunng treatment of a female patent who s taking isotretinoin
ABOUT sotretinon must be dscontinued mmedaately and she should be referred to an Obstetrcian-

Gynecologist expenenced in reproductive toxicity for further evaluation and counseing
ISOTRETINOIN ¢ - ol

Special Prescribing Requirements

ABOUT Because of sotretinon’s terstogenicity and to minmze fetal exposure, sotretinon is spproved
iPLEDGE for marketing only under a special restricted distribution program approved by the Food and

Drug Adminstration. This program is called iPLEDGE™. [sotretinoin must only be prescribed by
prescribers who are registered snd sctvated with the iPLED ogram. Isotretinoin must only

S o F »

PRESCRIBER be dispensed by a phamacy regstered and activated with 3,52'635 and must only be
INFORMATION dispensad 1o patents who are registerad and meet all the requirements of IPLEDGE
Find 2 Participatieg Pharmacy INDICATIONS AND USAGE
Severe Recalcitrant Nodular Acne
FAQs / How to's
Isotretinon 5 indicated for the treatment of severe recaictrant nodulsr scne. Nodules are
nfiammatory lesions with a dameter of 5 mm or greater. The nodules may become suppuratve or
hemorrhagic. "Severe.* by defintion. means "many” as opposed to "few or several” nodules
Secsuse of spndficant sdverse effects assocsted weh #s use isotretnon should be reserved for
pavents with severe nodular scne who §re UNrespoNsve to conventions! therapy including
systeme antbotics In addition, isotretinoin is indicated only for those fermale patents who are not
pregnant, because sotretnon can cause severs binh defects
A single course of therapy for 15 10 20 weeks has been shown 10 result in compiete and prolonged
remission of disease n many patents. If a second course of therapy s needed, & should not be
nitatad unti st least 8 wesks sfter completion of the frst course, bacause expenence has shown
3 Hamed, Ph.D thst patents may contidpbadatec@MAnie off sotretinoin. The optimal interva! before retreatment is

nas not been defined for patients who have not completed skelets growth
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Usual Adult Dose for Acne

Maintenance dose: 0.25 to 0.5 mg/kg orally 2 times a day
Maximum dose: Up to 2 mg/kg/day
Duration of therapy: Up to 20 weeks

Comments:

-Patients should take some formulations of this drug with food.

Prior to increasing the dose, patients should be asked about their compliance with treatment (e.g.,
taking this drug with food).

-Patients with very severe acne, scarring, or primary manifestations on the trunk may require 2
mg/kg/day dosing.

-Any patient requesting refills requires a new prescription and a new authorization from the iPLEDGE
program,

-The safety and efficacy of once a day dosing has not been established; thus, once a day dosing is not

recommended.

Use: Treatment of severe recalcitrant nodular acne in patients who are unresponsive to conventional
therapy, including systemic antibiotics
Saja Hamed, Ph.D uptodate.com
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Administration advice;

-Female patients of reproductive potential should be tested for pregnancy before receiving the first
prescription, within the first 5 days of the menstrual period (patients with regular menstrual periods) OR
immediately preceding the beginning of treatment (patients with amenorrhea/irregular cycles/using a
contraceptive method that precludes withdrawal bleeding), AND during each month of treatment. Some
experts recommend obtaining an additional test 5 weeks after the discontinuation of treatment.

-Capsules should be swallowed with a full glass of liquid.

General:

-Due to high teratogenicity and to minimize fetal exposure, this drug is available only through a special
restricted distribution program called iPLEDGE (TM). Prescribers, pharmacies, and wholesalers must be
registered and activated with the iPLEDGE program in order to prescribe, dispense, or distribute this
drug. This drug must only be dispensed to patients who are registered and meet all the requirements of
iPLEDGE. This registration process ensures that prescribers, pharmacists, and patients agree to assume
specific responsibilities to ensure that patients do not become pregnant while taking this drug and do
not get prescribed the medicine if they are pregnant. Further details on iPLEDGE are available at
www.ipledgeprogram.com or by calling 1-866-495-0654.
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Monitoring:

Embryofetal: Pregnancy tests in female patients of reproductive potential

-Hepatic: Liver function tests at baseline and then at weekly to biweekly intervals until the response is
established.

-Metabolic: Fasting lipid and blood glucose levels at baseline and then at weekly to biweekly intervals
until the response is established.

Patient advice:

-Inform patients that this drug may decrease night vision, and they should use caution when driving or
operating machinery.

-Patients should be told to avoid donating blood during and up to 1 month after discontinuation of
treatment.

-Patients should be instructed to report new/unusual changes in vision, hearing, headaches, mood or
depression, abdominal pain or diarrhea.

-Patients should be advised to avoid sharing this drug with anyone, even those with similar conditions.
-Female patients of reproductive potential should be instructed regarding pregnancy testing (per local
protocal), and should be told to use at least 2 forms of birth control during and at least 1 month after
treatment. Female patients of reproductive potential who have unprotected intercourse any time 1
month before, during, or 1 month after treatment should contact their healthcare provider immediately.
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What is the dosing schedule for isotretinoin in
the treatment of acne vulgaris?

Isotretinoin therapy should be initiated at a dose of 0.5 ma/kg/d for 4 weeks and
increased as tolerated until a cumulative dose of 120-150 mg/kg is achieved. =7
Coadministration with steroids at the onset of therapy may be useful in severe cases to
prevent initial worsening. B3lsome patients may respond to doses lower than the
standard recommendation dosages. A lower dose (0.25-0.4 mg/kg/d) may be as
effective in clearing acne as the higher dose given for the same period and with greater
patient satisfaction. However, the benefit of prolonged remission is not as great with
such therapy as with standard doses. 58] Lower intermittent dosing schedules (1 wk/mo)
are not as effective. %!

Some patients only require one course of oral isotretinoin for complete acne remission,
while others require additional courses of isotretinoin therapy. A study found 38% of the
patients had no acne during 3-year follow up, and, among the remaining patients, 17%
were controlled with further topical therapy, 25% with topical and oral antibiotics, and
20% with second course of isotretinoin
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Eg interactions with isotretinoin
Care should be taken with the following medications:

* Vitamin-A (retinoic acid): side effects are cumulative and could be severe.
Beta-carotene (provitamin-A) is permitted.

+ Tetracyclines (including doxycycline, minocycline): these could increase the

risk of headaches and blurred vision due to raised intracranial pressure.
» Warfarin: monitor INR carefully.
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Most of the side effects due to isotretinoin are cutaneous or mucocutaneous and
relate to the mode of action of the drug. The most common are listed here.
When side effects are troublesome, isotretinoin may need to be withheld or the
dose reduced.

+ Acne flare-up (particularly if starting dose is > 0.5 mg/kg/day)

= Dry lips, cheilitis (sore, cracked or scaly lips) (100% of patients on 1
mg/kg/day)

* Dry skin, fragile skin, eczema/dermatitis (itchy, red patches of skin). Note:
atopic eczema may improve.

* Increased sweating

* Dry nostrils, epistaxis (nose bleeds)

* Dry, watery or irritable eyes (especially in contact lens wearers),
conjunctivitis, keratitis

* Dry anal mucosa, bleeding at the time of a bowel motion

48 CSa 5 =3l Ay gene ) w4l flare-up J) e CSa
cOWS uelll ala) dplia ¥

Bl cous adverse effects of isotretinoin

Impetigo

Acne flare

[
Cheilitis
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HOME SKIN CARE
RECOMMENDATIONS

o Patients should apply a gentle synthetic
detergent cleanser (i.e, syndet) with their
fingers, and rinse with warm (not hot)
water twice daily.

o Synthetic detergent bar uses exhibited
less skin peeling, dryness, and irritation
than soap.
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Moisturization and acne

o Swinyer et al. identified skin dryness as an
important factor in exacerbating the
pathogenic cycle of acne, thus hampering
its treatment

o Jackson (1999) found that an emollient
facial wash to outperform pure soap and a
benzoyl peroxide wash in decreasing open
comedones and papules

o Hydrate while cleanse
o0 Use an emollient facial cleanser
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HOME SKIN CARE
RECOMMENDATIONS

o Water-based lotions, cosmetics, and hair
products are less comedogenic than oil-
based products.

o Patients should be encouraged to seek
out noncomedogenic skin care and
cosmetic products.
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HOME SKIN CARE
RECOMMENDATIONS

o Patients should be
advised not to pick
their acne lesions,
as this may
exacerbate
scarring
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HOME SKIN CARE
RECOMMENDATIONS

o Patients should be given realistic
expectations regarding timelines for
improvement.

o At least two to three months of consistent
adherence to a therapeutic regimen is
often necessary prior to concluding that
treatment is ineffective.
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PREGNANCY AND ACNE
THERAPY

o If acne therapy is desired, reasonable
options include oral or topical
erythromycin, topical clindamycin, and
topical azelaic acid, which are pregnancy
class B drugs

0 Benzoyl peroxide is categorized as
pregnancy class C
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= Drug Details

Acticare 1.2%,0.025% Gel

Barcode: =

Price: 6.73 JD - last update Dec 2020
Package: 30 gm

Manufacturer: A gadl cleliwl] Bl 35

Manufacturer: Jordan

Active Drug Components:

Iretinoin 0.025 %
Clindamycin nate 1.2 %
[oEd
CRED
100%51.5 CFl e
—
Ingredient 1 Ingredient 2 Simialr Rx

Brand
tretinoin
System
immunomodulators and antineoplastics
Class
other immunostimulants
SubClass
other antineoplastic drugs
Generic Names °
tretinoin caps 10 mg (vesanoid®)
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Tips for Skin care:

o Facial Cleansing should be done gently

o Vigorous rubbing and scrubbing may
worsen the acne

o Use an emollient facial cleanser or a mild
soap

o If the skin becomes red, irritated or scaly
while using a certain soap another more
gentle type should be tried
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Tips for Skin care:

o The skin should not be touched very often

o People who squeeze or pinch their blemishes
may develop scar

o Men who have acne should find out whether
an electric razor or blade razor is more
comfortable

o If you are using a wet-shaving technique, be
sure to adequately soften the beard with
warm water and shaving cream for at least a
minute or two before you start to shave and
allow enough time to shave lightly and
carefully
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Shaving and Acne
o No one method of shaving is best for
patients with acne

o Some men find blade shaving more
comfortable, while others prefer
electric shavers

o Sometimes it's more comfortable to
rotate between the two

o A few individuals most stop shaving at
least temporarily

o Try to avoid daily shaving

AU e Gl 48y Hla Al ¢ Zpalll Aelaia  gene J) aadic
anlh (e () s S (558 18) i 55 mtt S

3 ey clia By Sy it Hlall  Ja @bl Saa Blaal ol Sall gl
JREINT

ddhia sever LS aadic gene J) f (b B¢ must gl =Y
Craaty e asl s yalles shaving JV ) 588 g1 iag yaall Aaalll g 80l
RN



O Post-inflammatory
hyperpigmentation
after acne is a
particular problem
for Asian patients
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T1ps for Skin care:

0 Choose cosmetics carefully. All cosmetics,
such as foundation, blush, eye shadow,
and moisturizer should be oil-free or non-
comedogenic

o Lip products that contain moisturizers may
cause small open and closed comedones
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Topical therapies

Recommendations

« Benzoyl peroxide alone or in combination with topical antibiotics for mild acne

« Benzoyl peroxide in combination with topical retinoids or systemic antibiotic therapy for moderate to severe
acne

« Retinoids as monotherapy in primarily comedonal acne or in combination with topical or oral antimicrobials
in mixed/pnmarily inflammatory acne

« Topical dapsone 5% gel for inflammatory acne, particularly in adult females

« Arelaic acid for post-inflammatory dyspigmentation
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Other points of note

« Benzoyl peroxide does not confer bactenal resistance
« Topical antibiotics are NOT recommended as monotherapy due to risk of bacterial resistance

« Combination therapy should be used in the majority of acne patients to target different aspects of acne
pathogenesis

« Patients should be counseled on pregnancy risks when starting a retinoid or if a female patient desires
pregnancy

» The topical therapy of acne in children under the age of 12 years with FDA-approved products has
expanded

o Benzoyl peroxide 2 5%/adapalene 1% gel — ages 9 and up

o Tretinoin 0.05% micronized gel —ages 10 and up

» The use of topical maintenance regimens after oral antibiotic therapy cannot be overemphasized

« Topical therapies can accomplish continued efficacy months after discontinuation of systemic antibiotics
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