	[bookmark: _Hlk216359960]Please Note: These side effect tables for commercial agents are provided as a resource for research staff. This document is not approved by the NCI CIRB as a patient information sheet for use in conjunction with a clinical trial.
Only use these tables as Patient Educational Materials for a clinical trial if the IRB of record for the specific trial has reviewed and approved them for that purpose.
US sites participating in CTEP-supported clinical trial networks can find protocol-specific NCI CIRB-approved patient educational materials on the protocol page on the CTSU website.



[bookmark: _Hlk216182949]Possible Side Effects of Isotretinoin (Table Version Date: February 1, 2023)
These side effect tables for standard cancer therapies are provided as a resource. Look at the prescribing information or FDA package insert for the most complete and up-to-date information.
	[bookmark: _Hlk195280665]Common side effects (some may be serious)
In 100 people receiving Isotretinoin, more than 20 and up to 100 may have:

	· Nose bleed
· Anemia which may cause tiredness, or may require blood transfusions
· Headache
· Pain in the back, joints or muscles
· Dry eye, skin, mouth, nose
· Blisters on the skin
· Redness and pain around lips
· Hair loss
· Itching
· Increased risk of sunburn



	Occasional side effects (some may be serious)
In 100 people receiving Isotretinoin, from 4 to 20 may have:

	· Stroke which may cause paralysis, weakness
· Seizure
· Swelling of the brain which may cause increased pressure in the skull, headache, vision changes, nausea, or confusion
· Blockage of the airway which may cause shortness of breath, cough, wheezing
· Blood clot
· Infection, especially when white blood cell count is low
· Bruising, bleeding
· Damage to the liver which may cause yellow eyes and skin, tiredness
· Blurred vision, cloudiness of the eye, visual disturbances, swelling and redness of the whites of the eye
· Hearing loss and ringing in the ears
· Belly pain
· Internal bleeding which may cause black tarry stool, blood in vomit
· [bookmark: _Hlk135054952]Swelling of the bowels which may cause pain, diarrhea
· Allergic reaction which may cause rash, low blood pressure, wheezing, shortness of breath, swelling of the face or throat
· Damage to the muscles
· Depression, thoughts of suicide
· State of mind that involves a "loss of contact with reality"
· Change in personality, violent behavior
· Fainting
· Nail changes



	Rare side effects that are serious
In 100 people receiving Isotretinoin, 3 or fewer may have:

	· Stevens-Johnson syndrome which may cause severe skin rash with blisters and peeling which can involve mouth and other parts of the body
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