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Context : Almost all patients with tuberous sclerosis of Bourneville (TSB) suffer from refractory epilepsiey and stigmatizing skin lesions. These lesions start during the first years of life with hypomelanistic macules and then
evolve into facial angiofibromas accompanied by cephalic fibrous plaques. These damages significantly impact on patients’ quality of life as well as schooling of children (1). In literature, topical forms of rapamycin have been 
shown to be effictive in the managment of angiofibromas (6). As no speciality are currently available in France for this indication, some hospital pharmacies and community pharmacies manufacture it to meet patient’s needs.

Objective
Provide an overview of the practices, formulas used and reimbursement methods of 

topical forms of rapamycin in France, both in the community pharmacies and hospital 
pharmacies

Method : 
Ø Submission of a questionnaire to 32 university hospital and 26 community pharmacies
Ø This questionnaire covered whether or not these preparations were manufactured, the formula and concentrations used and the 

annual volume produced (VP).

The realization of topical forms in France: hospital P. and community P. Formulas and concentration used

Establishment
Dosages Annual 

total 
produced 

(unit)0,1% 1% Others

Community 
pharmacies

1202 169 396 1767

Hospital 
pharmacies

140 292 25 457

Total 1342 461 421 2224

Discussion/Conclusion : 
Preparation is largely carried out in hospital pharmacies (66% VP) :
Ø Rapamycin is a mutagenic compound that requires specific

installations and equipment
Ø The cost
Ø Patient monitoring is done in a referral hospital center

A huge heterogeneity in formulations and concentrations used :
Ø The formulas X is the most currently manufactured
Ø The 0.1% concentration formulation is the most frequently prepared : 60% of VP
Ø Difference with current literature data, the 0,1% dosage having shown greater

results (6)

Ø Huge disparity in the reimbursment despite the publication 
of the  national plan for diagnosis  and  management of 
TSB in September 2021 

Ø It is necessary to evaluate the efficiency of different
dosages and formulations in order to define an 
harmonized strategy throughout the country
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Reimbursement methods in France in community P. and hospital P.

Formula 1 : Dexeryl® : 1% et 0,1% (1-2)  
è 1% ≈72% of total output of community P.
Formula 22 : Hydrocream® + Transcutol®: 0,1%, 0,25% (3)
è 0,1% ≈71%  of total output of hospital P.
Formula 3: Codexial Obase® + Transcutol® : 0,25% (4)
Formula 4 Gel : Carbopol-974P, glycerol, Ethanol absolu, α-tocopherol, 
urea, water for injection  : 0,1% and 0,2% (5)

è Production 
majoritairement 
hospitalière

è Production du 
dosage 0,1% > 1%

Hospital P. realizing preparation : 66 % (n= 21)
Hospital P. not realizing preparation (n= 11)

Community P. realizing preparation (n=11)
Community P. not realizing preparation : 58% (n=15)

Hopital P. where preparation is supported SS : 77 % (n= 20)
Hopital P. where preparation is not supported SS (n= 6)
CP where preparation is supported SS: 91 % (n=10)
CP where preparation is not supported SS (n=1)

Disparity in reimbursment

è Geographical disparity
2 regions without reimbursement

è Reimbursment of 0,1% > 1%


