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1. BACKGROUND: 

Acne vulgaris is an inflammatory skin condition characterised by papules and pustules. 

Acne can be broadly classified into the following categories:  

Mild: The disease consists of open and closed comedones with some superficial papules and pustules.  
Moderate: Encompasses more frequent deeper papules and pustules with mild scarring.  
Severe: Comprises all of the above plus nodular abscesses and leads to more extensive scarring.  
 
1.2 TREATMENT WITH ISOTRETINOIN: 

Patients should be referred to dermatology for consideration of treatment with isotretinoin. 

Isotretinoin should not be prescribed within the primary care setting. 

1.3 DOSING: 

Isotretinoin should normally be started at a dose of 0.5 mg/kg daily, in some cases it may be appropriate to 
commence treatment at doses higher or lower than 0.5mg/kg, this will be at the discretion of the 
prescribing clinician. The therapeutic response to isotretinoin and some of the adverse effects are dose-
related and vary between patients. This necessitates individual dosage adjustment during therapy. For 
most patients, the dose ranges from 0.5-1.0 mg/kg per day.  

It has been shown that no substantial additional benefit is to be expected beyond a cumulative treatment 
dose of 120-150 mg/kg. The duration of treatment will depend on the individual daily dose. A treatment 
course of 16-24 weeks is normally sufficient to achieve remission. Patients who suffer active acne despite 
maximum cumulative dosing should be discussed with a Consultant Dermatologist. 

1.4 MONITORING REQUIREMENTS: 

• Liver function tests (LFTs) should be checked before treatment and 2 months after treatment 
commences (or more frequently if indicated). 

• Serum lipids should be checked before treatment, 2 months after treatment commences, and 
subsequently at 3 monthly intervals (unless more frequent monitoring is clinically indicated). 

1.5 CONTRAINDICATIONS: 

- Women who are pregnant or breastfeeding. 

- Women of childbearing potential unless all of the conditions of the Pregnancy Prevention Programme 
(PPP) are met (see section 1.7). 

- Hypersensitivity to the active substance or to any of the excipients listed. Isotretinoin contains soya oil, 
partially hydrogenated soya oil, and hydrogenated soya oil. Therefore, Isotretinoin is contraindicated in 
patients allergic to peanut or soya (see section 1.8). 

- Patients with hepatic insufficiency 

- Patients with excessively elevated blood lipid values 

- Patients with hypervitaminosis A 

- Patients receiving concomitant treatment with tetracyclines 

  



1.6 ADDITIONAL PRECAUTIONS: 

Patients with history of low mood/depression/suicidal ideation should be reviewed on a case by case basis 
and isotretinoin commenced at the discretion of the prescribing clinician (dependent on experience).  

A PHQ-9 questionnaire may be useful in assessing patients. 

1.7 PREGNANCY PREVENTION PROGRAMME (PPP): 

All females of childbearing potential should adhere to the stipulations of the pregnancy prevention 
programme. This is because retinoids are highly teratogenic. 

The PPP states that all females of child bearing potential should use at least 2 forms of contraceptive whilst 
being treated with isotretinoin, and for at least 4 weeks after cessation of treatment. A LARC (long acting 
reversible contraceptive) is the preferred method of contraception, particularly in teenagers, as the failure 
rate is low. Patients should be advised of available options and offered the choice of which contraceptive 
agents to use. 

Medically supervised* pregnancy tests with a minimum sensitivity of 25 mIU/mL are recommended to be 
performed, as follows: 

Prior to starting therapy  

At least one month after the patient has started using contraception, and shortly (preferably a few days) 
prior to the first prescription, the patient should undergo a medically supervised pregnancy test. This test 
should ensure the patient is not pregnant when she starts treatment with isotretinoin. 

The MHRA PPP checklist should be completed and a copy scanned into the electronic record. 

Follow-up visits  

Follow-up visits should be arranged at regular intervals, ideally monthly. The need for repeated medically 
supervised pregnancy tests every month should be determined according to local practice including 
consideration of the patient's sexual activity, recent menstrual history (abnormal menses, missed periods 
or amenorrhea) and method of contraception. Where indicated, follow-up pregnancy tests should be 
performed on the day of the prescribing visit. 

If a patient is not sexually active or not considered to be at risk of becoming pregnant, abstinence could be 
an acceptable method of avoiding pregnancy during isotretinoin treatment for some women of 
childbearing potential if the prescriber is satisfied, after a thorough discussion, that the patient will be able 
to adhere to this. However, unless the prescriber can be confident that this will apply for the duration of 
treatment, then it would be important that this decision is reviewed regularly with the patient (e.g. at 
monthly follow-up appointments) as a change in circumstances could mean that this approach is no longer 
appropriate.  

If a clinician determines that adhering to the PPP is not in the patients best interest for any reason, the BAD 
opt out paperwork must be completed and signed by a senior clinician. If the patient opts out of the PPP, 
the prescribing of isotretinoin is then deemed to be “off-label”. Females of child bearing potential who opt 
out of the PPP should still adhere to monthly pregnancy tests and prescriptions should be limited to a 30 
day supply. 

N.B. Regular follow-up of patients on isotretinoin is not just about pregnancy prevention – isotretinoin can 
cause a wide range of side-effects, some of which are rare but very serious. Monitoring for psychiatric 
adverse effects including mood disorders, and testing for blood lipids and liver function, are part of 
prescribing isotretinoin in accordance with its licence.  



*In terms of medical supervision of pregnancy tests, the MHRA would regard the supervision of an 
appropriately trained nurse/ HC support worker, with access to a dermatologist when required, as ‘medical 
supervision’. The key principle is that the prescriber has confidence that the member of staff is competent to 
carry out the role to which they are assigned. 

1.8 NUT/SOYA ALLERGY: 

All brands of isotretinoin capsules contain soya oil (medical grade refined soya). Occasionally, patients with 
soya allergy may react to the trace levels of soya proteins in soya oil. Extremely rarely, patients with peanut 
allergy might also have a reaction to the soya proteins in soya oil. 

All manufacturers of isotretinoin state that peanut or soya allergy is a contraindication to prescribing this 
drug meaning that any prescribing for these patients will be considered “off-label”. 

Patients with a known history of nut or soya allergy should be assessed by a consultant dermatologist prior 
to prescribing isotretinoin. 

A thorough allergy history should be taken and risk of allergic reaction to the product assessed. Please note 
that many common food items contain soya, therefore if the patient has no reaction to these food groups, 
a reaction to the highly refined soya oil contained in isotretinoin capsules is unlikely. Please see appendix 1 
for suggested risk assessment questionnaire and actions. 

If it is decided that going ahead with isotretinoin treatment is the preferred option, patients who have 
experienced allergic reactions to soya or peanut allergy may be invited to take their first dose(s) of 
isotretinoin with subsequent observation for 2 hours at the dermatology clinic. 

If no reaction is observed, this should be clearly documented in the patient’s notes and treatment with 
isotretinoin can be continued. 

1.9 PRESCRIBING AND SUPPLY OF ISOTRETINOIN: 

Prescriptions for isotretinoin should be limited to 30 days in women of child bearing potential. There is no 
such requirement for male patients or females who are not included in the Pregnancy Prevention 
Programme (PPP) i.e. women who are not considered to be of child bearing potential. 

Hospital prescriptions should include the patients’ weight so that a clinical check can be carried out by the 
dispensing pharmacist. 

Prescriptions for patients included in the PPP must state “pregnancy test negative” if a pregnancy test has 
already been carried out, or for patients who are collecting the prescription from the dermatology clinic 
(pre-made), the responsibility for ensuring a negative pregnancy test will lie with the member of staff who 
issues the patient her medication. 

USEFUL LINKS:  

Isotretinoin patient information leaflet (BAD) 

Isotretinoin pregnancy prevention programme prescriber checklist 

Isotretinoin pharmacist checklist 

Isotretinoin patient reminder card 

Isotretinoin summary of product characteristics (SPC) 

 

 

https://www.bad.org.uk/shared/get-file.ashx?id=2314&itemtype=document
https://www.bad.org.uk/shared/get-file.ashx?id=2314&itemtype=document
https://www.medicines.org.uk/emc/rmm/1587/Document
https://www.medicines.org.uk/emc/rmm/1586/Document
https://www.medicines.org.uk/emc/rmm/1585/Document
https://www.medicines.org.uk/emc/product/10555/smpc


APPENDIX 1: SCREENING FOR POSSIBLE ALLERGY TO ISOTRETINOIN  

Does the patient have a history of immediate hypersensitivity/ Type 1 allergy to nuts or soya? Use the 
screening questions below to assist: 
• Have you ever developed swelling of the lips, tongue, throat (including wheeziness), around the eyes 

or rash anywhere on the body within 1-2 hours of ingesting or touching foods containing nuts or 
soya? Y / N 

• Have your medical case notes/records been marked with a clinical allergy alert for either nuts or soya      
Y / N    

• Have you ever developed “anaphylaxis” after coming into contact with either nuts or soya in any 
setting? Y / N 

• Do you carry an Epipen in case of reactions to either nuts or soya? Y/N 
  

 

If the answer is “Yes” to any of the screening questions above, the patient should be discussed with a 
senior clinician and offered the opportunity to attend the clinic for observation of their first two doses of 
isotretinoin. Such an observation should be 2 hours in duration, in an area with access to resuscitation 
equipment (arrest trolley) and medical personnel. 

Patients who are required to attend for observation of their first two doses should be scheduled for the 
beginning of clinical session to facilitate supervision within usual working hours. 

 

 

 

 

 

 

 

 



 

APPENDIX 2: BAD PPP OPT OUT FORM  
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