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4’ MEDECINS
SANS FRONTIERES

A.44 Tedizolid phosphate. Powder for intravenous iiection 200 mg vial and oral tablet, 200 mg.

MSF supports the inclusion of tedizolid phosphat&ection 6.2.3 “Reserve group antibiotics” in the
WHO Model List of Essential Medicines (EML).

Tedizolid phosphate is a novel oxazolidinone amtiéi@al agent that inhibits mitochondrial protein
synthesis, hasn-vitro activity against susceptible Gram-positive bactenecluding methicillin-
resistantStaphylococcus aureus (MRSA) and some MRSA strains resistant to linekadr those with
reduced susceptibility and/or resistance to vanaamyln the USA and in Europe, tedizolid
phosphate is indicated for the treatment of acatgdial skin and skin structure infections in aslul
and adolescents 12 years of age and older.

Both IV and oral formulation of tedizolid are recorended in the management of MRSA skin and
soft-tissue infections by the Surgical Infectiorcigty (SIS) guidelinésand in a consensus statement
published by the World Society of Emergency Surg®45ES) and the Surgical Infection Society
Europe (SIS-B)

MSF would like to draw the attention of the Exp&dmmittee on the following facts:

* MSF faces patients with infections by methicillesistantStaphylococcus aureus (MRSA) and
some MRSA strains resistant to linezolid in MSF an8F supported hospitals, e.g. in the
Middle East. In MSF contexts, tedizolid is an optitor the treatment of skin/soft tissue
infections with MRSA, vancomycin-intermediately saptible (VISA) and some linezolid-
resistantStaphylococcus aureus isolates.

* Tedizolid phosphate is approved by the FDA andBRKEA for the treatment of acute bacterial
skin and skin structures infections only, in adatsl adolescents 12 years of age and older;
more evidence is needed to define tedizolid’s ml@fections other than the above-mentioned.

» Tedizolid phosphate presents the advantages ol ptdential for clinically significant drug-
drug interactions, no dose adjustment nor monitpnmrenal impairment, hepatic impairment,
obese patients and elderly patients. Oral bioaviiiha of tedizolid phosphate allows that no
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dose adjustment is required when switching fronrdute to oral route and a once-daily oral
dosing, facilitating early hospital discharge.

« MSF highlights that oral options with high bioawduility and favourable side effect/interaction
profiles are lacking. MSF notices that data regegdefficacy and tolerability for use in the
treatment of osteomyelitis are insufficieAt> 6 7 & Alternative to linezolid (or rifampicin) for
treatment of MDR gram positives pathogens for asigaitis is urgently needed.

* Tedizolid phosphate is registered in 43 highly tatpd countries. Currently, access is
impossible in most resource limited settings du@rtzhibitive prices and lack of registration,
barriers which should be worked on to guaranteedhgatients in need can benefit (together
with microbiology laboratory support for diagnosi$)SF emphasized that actions to foster
access are sorely needed given very high pricediraitdd number of countries where tedizolid
phosphate is registered.

* The inclusion of tedizolid phosphate in the EML lvéierve as a basis for National Essential
Medicines lists and therefore will motivate adduab manufacturers, particularly in low- and
middle-income countries.

In light of this elements, MSF urges the 24th Exgggymmittee on the Selection and Use of Essential
Medicines to consider the inclusion of tedizolidopphate in Section 6.2.3 “Reserve group
antibiotics” in the WHO Model List of Essential Menhes.
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