UKDILAS DATABASE TEMPLATE


	BNF Drug
	Use with 
Breast feeding
	Comments
Further Information
	Suitable
Alternative(s)
	Evidence Links

	BNF 13.6  Acne & rosacea
	Topical preparations for acne are considered to pose a negligible risk to a breastfeeding infant as long as precautions are taken to avoid contact of the breastfeeding infant with treated areas. There is no published evidence on the safe use of these topical preparations in breastfeeding.<br>Oral isotretinoin is highly teratogenic and must be used in the mother only in accordance with strict contraception guidance. Topical acne preparations are preferred if possible while breastfeeding. Topical isotretinoin and tretinoin have  minimal systemic absorption by the mother, although use with contraception guidance is advised. <br>It is advisable to remove all topical products from the breast before feeding, and to avoid all use of isotretinoin and tretinoin preparations on the nipple and areola.

	Adapalene
	Yes
	Minimal systemic absorption by mother
	-
	Other (ukdilas)

	Azelaic acid
	Yes
	Normal component of breast-milk from food
Small amounts absorbed systemically by mother which are rapidly metabolised
	-
	Other (ukdilas)

	Benzoyl peroxide
	Yes
	Very small amounts absorbed systemically by mother are rapidly inactivated
	-
	Other (ukdilas)

	Brimonidine - <i>topical</i>
	Yes
	
	-
	Other

(ukdilas)

	Clindamycin - <i>topical</i>
	Yes
	Minimal systemic absorption by mother
	-
	Other (ukdilas)

	Co-cyprindiol <br><i>(cyproterone + ethinyloestradiol)</i>
	No
	No published evidence of safety for combination product or cyproterone

Theoretical  risk to infant due to the cyproterone (androgen) component

Dose of ethinyloestradiol (35 micrograms/day) may interfere with early lactation
	Topical acne preparations
	Other (ukdilas)

	Erythromycin - <i>topical</i>
	Yes
	Minimal systemic absorption by mother
	-
	Other (ukdilas)

	Isotretinoin - <i>oral
	Caution
	No published evidence of safety for oral use
Long half-life increases risk of accumulation in breastfed infants
Risk to breastfed infant unknown but high risk of foetal damage if mother is not following contraception guidelines - see summary
	Topical acne preparations
	Other (hale)

	Isotretinoin - <i>topical
	Caution
	Minimal systemic absorption by mother - see summary
	Other topical acne preparations
	Other (ukdilas)

	Nicotinamide - <i>topical</i>
	Yes
	
	-
	Other (ukdilas)

	Tretinoin - <i>topical</i>
	Caution
	There are no additional risks when used in combination topical preparations containing antimicrobials (erythromycin or clindamycin)

Minimal systemic absorption by mother - see summary
	Other topical acne preparations
	Other (ukdilas)


No
Caution
Yes
Evidence/Author notes:  

	Benzoyl peroxide
	LactMed
	Topical benzoyl peroxide has not been studied during breastfeeding. Because only about 5% is absorbed following topical application, it is considered a low risk to the nursing infant. Ensure that the infant's skin does not come into direct contact with the areas of skin that have been treated

	
	Hale
	There are no data on its transfer into human milk. Benzoyl peroxide if ingested would be largely destroyed almost instantly by tissue and stomach esterases. It is unlikely that any would be absorbed systemically. Because only about 5% of topically applied benzoyl peroxide is absorbed (but rapidly destroyed in tissues), it is thought to be of low risk to a nursing infant. Cat L2

	
	Briggs
	No entry

	
	
	

	Azelaic acid
	LactMed
	Topical azelaic acid has not been studied during breastfeeding. Because only 4% of a dose is absorbed after topical application and it is a chemical that appears in foods and the bloodstream normally, azelaic acid is considered a low risk to the nursing infant.[1][2] Ensure that the infant's skin does not come into direct contact with the areas of skin that have been treated.

	
	Hale
	Small amounts of azelaic acid are normally present in human milk.[1] Azelaic acid is only modestly absorbed via skin (<4%), and it is rapidly metabolized. The amount absorbed does not change the levels normally found in plasma nor milk. Due to its poor penetration into plasma and rapid half-life (45 min), it is not likely to penetrate milk or produce untoward effects in a breastfed infant. Cat L3

	
	Briggs
	No entry

	
	S
	

	Erythromycin
	LactMed
	Infant side effects are unlikely with topical application for acne, although topical application to the nipple may increase the risk of diarrhea in the infant.

	
	Hale
	Nil for topical. Oral = Cat L3- Limited Data-Probably Compatible

	
	Briggs
	No entry re topical.

	
	SPC
	Stiemycin: Percutaneous absorption of erythromycin is very limited, however, it is not known whether erythromycin is excreted in human milk after topical application. Erythromycin is excreted in human milk following oral and parenteral administration. Topical erythromycin should be used during lactation only if the expected benefit justifies the potential risk to the infant.If used during lactation, erythromycin should not be applied to the breast area to avoid accidental ingestion by the infant.
Zineryt: There is no contraindication to the use of Zineryt in pregnancy or lactation.

	Clindamycin
	LactMed
	Infant side effects are unlikely with topical administration for acne; however, topical application to the nipple may increase the risk of diarrhea in the infant.

	
	Hale
	Transcutaneous absorption is minimal (<1-4%) and reported plasma levels are low to nil. Some does appear in urine of treated patients. Due to low maternal plasma levels, virtually none should be expected in breastmilk. The amount in milk is unlikely to harm a breastfeeding infant. Cat L2.

	
	Briggs
	No entry re topical.

	
	SPC
	Dalacin T: It is not known whether clindamycin is excreted in human milk following use of Dalacin T Topical Lotion. However, orally and parenterally administered clindamycin has been reported to appear in breast milk. As a general rule, breast-feeding should not be undertaken while a patient is on a drug since many drugs are excreted in human milk.

	Adapalene
	LactMed
	Topical adapalene has not been studied during breastfeeding. Because it is poorly absorbed after topical application, and blood levels are less than 0.25 mcg/L with long-term use, it is probably a low risk to the nursing infant. Do not apply to the nipple area and ensure that the infant's skin does not come into direct contact with the areas of skin that have been treated.

	
	Hale
	Adapalene is a retinoid-like compound (similar to Tretinoin) used topically for treatment of acne. No data are available on its transfer into human milk. However, adapalene is virtually unabsorbed when applied topically to the skin. Plasma levels are almost undetectable (<0.25 mg/mL plasma), so milk levels would be infinitesimally low and probably undetectable. Cat L3.

	
	Briggs
	No reports describing the use of adapalene during lactation have been located. The systemic availability of this drug from topical administration is very low (<25 ng/mL). The amount in breast milk, therefore, should also be very low. It is doubtful that this level, if it is excreted in milk, represents any risk to a nursing infant.

	
	
	

	Isotretinoin
	LactMed
	No information is available on the use of isotretinoin during breastfeeding. Various topical agents that are less likely to be absorbed by the mother may be preferred during breastfeeding, especially while nursing a newborn or preterm infant.

	
	Hale
	While only 25% reaches the plasma, the remaining is either metabolized in the gastrointestinal tract or removed during first-pass by the liver. It is distributed to the liver, adrenals, ovaries, and lacrimal glands. Unlike vitamin A, isotretinoin is not stored in the liver. Secretion into milk is unknown but is likely as with other retinoids. Isotretinoin is extremely lipid soluble, and concentrations in milk may be significant. The manufacturer strongly recommends against using isotretinoin in a breastfeeding mother. Cat L5

	
	Briggs
	It is not known whether isotretinoin or its metabolite, 4-oxo-isotretinoin, is excreted into human milk. The closely related retinoid, vitamin A, is excreted (see Vitamin A), and the presence of isotretinoin in breast milk should be expected. No human data – potential toxicity.

	
	SPC
	Isotrex gel: There is insufficient information on the excretion of topically applied isotretinoin in human milk. A risk to the newborns/infants cannot be excluded. A decision must be made whether to discontinue breast-feeding or to discontinue/abstain from isotretinoin therapy taking into account the benefit of breast-feeding for the child and the benefit of therapy for the woman.

Roaccutane caps: Isotretinoin is highly lipophilic, therefore the passage of isotretinoin into human milk is very likely. Due to the potential for adverse effects in the child exposed via mothers' milk, the use of isotretinoin is contraindicated in nursing mothers.

	Tretinoin
	LactMed
	Topical tretinoin has not been studied during breastfeeding. Because it is poorly absorbed after topical application, it is considered a low risk to the nursing infant.[1][2][3] Ensure that the infant's skin does not come into direct contact with the areas of skin that have been treated.

	
	Hale
	Blood concentrations measured 2-48 hours following application are essentially zero. Absorption of Retin-A via topical sources is reported to be minimal, and breastmilk would likely be minimal to none. Cat L3.

	
	Briggs
	Vitamin A and, presumably, tretinoin (all-trans retinoic acid) are natural constituents of human milk. There are no data available on the amount of all-trans retinoic acid excreted into milk after topical use. Although other retinoids are excreted (see Vitamin A), the minimal absorption that occurs after topical application of tretinoin probably precludes the detection of clinically significant amounts in breast milk from this source. Thus, use of tretinoin while breastfeeding does not appear to represent a significant risk to a nursing infant.

	
	SPC
	Aknemycin Plus: High oral doses of tretinoin are teratogenic in animals and there is evidence of embryotoxicity from studies where tretinoin is applied dermally. Aknemycin Plus should not therefore be used in pregnancy or in women who may become pregnant.

It is known that orally administered retinoids and their metabolites are secreted in breast milk. As a precaution therefore, Aknemycin Plus should be avoided in women who are breast feeding.
Treclin: It is not known whether tretinoin and clindamycin are secreted in breast milk following the use of Treclin. Oral and parenteral administration of clindamycin has been reported to result in the appearance of clindamycin in breast milk. It is known that orally administered retinoids and their metabolites are secreted in breast milk. Therefore, Treclin should not be used in women who are breast feeding.

	Nicotinamide 
	LactMed
	No entry

	
	Hale
	No info re topical.

	
	Briggs
	No info re topical use.

	
	SPC
	Nicam: Nicotinamide is excreted in breast milk.

	Co-cyprindiol 
	LactMed
	No entry for cyproterone

	
	Hale
	No entry for cyproterone

	
	Briggs
	No entry for cyproterone

	
	SPC
	Dianette: The use of Dianette during lactation may lead to a reduction in the volume of milk produced and to a change in its composition. Minute amounts of the active substances are excreted with the milk. These amounts may affect the child particularly in the first 6 weeks post-partum. Mothers who are breast-feeding should be advised not to take Dianette until the nursing mother has weaned her child off breast milk.

	Brimonidine
	LactMed
	Entry relates to eyedrops (Limited information indicates that maternal use of brimonidine 0.2% ophthalmic drops do not adversely affect their nursing infants) – nothing on topical

	
	Hale
	The absorption of topical brimonidine gel was evaluated in a clinical trial in 24 adult subjects with facial erythema. All subjects applied Mirvaso topical gel (1 gram) to the entire face for 29 days. Pharmacokinetic assessments were performed on Day 1, Day 15, and Day 29. The mean plasma maximum concentration was highest on Day 15, with a Cmax of 46 ± 62 pg/mL.[2] No data are available on its transfer into human milk. Pharmacokinetic properties suggest the potential for significant transfer into breastmilk. However, the degree of systemic absorption is not well established and may be variable from patient to patient. There are no data on oral bioavailability in adults or babies. Cat L3.

	
	Briggs
	No entry

	
	SPC
	Mirvaso: It is unknown whether brimonidine/metabolites are excreted in human milk. A risk to the newborns/infants cannot be excluded. Mirvaso should not be used during breast-feeding.
Adverse effects: The most commonly reported adverse reactions are erythema, pruritus, flushing and skin burning sensation, all occurring in 1.2 to 3.3% of patients in clinical studies. They are typically mild to moderate in severity, and usually do not require discontinuation of treatment.
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