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A.9 Ceftolozane/Tazobactam

MSF welcomes the application for the inclusion eftalozane/tazobactam in Section 6.2.3 “Reserve
group antibiotics” in the WHO Model List of EssaitMedicines (EML).

Ceftolozane belongs to the cephalosporin classif&robials and tazobactam is a beta-lactamase
inhibitor, added to inhibit the beta-lactamasesipoed by bacteria to destroy ceftolozane.

MSF would like to draw the attention of the Expédmmittee on the following facts:

» Although ceftolozane/tazobactam is approved in gerand USA for the treatment of
complicated intra-abdominal infections and acutelg@yephritis, and complicated urinary tract
infections among adults and children, and for haspicquired pneumonia (including ventilator
associated) among adults, and although it is acigainst extended-spectrupalactamase
(ESBL) producing/ceftriaxone-resistant Enterobadts, it is best reserved to be used
exclusively as a last option for the treatment ifffadilt-to-treat resistant (DTRPseudomonas
aeruginosa (P.aeruginosa) (carbapenem-resistant/MDR/XDR), whose prevalesdadreasing
in many settings including some where MSF is pre¢ery. Middle East countries), and for
which it does have advantages over the commonesiable alternative, the polymyxins. To
reserve ceftolozane + tazobactam exclusively aastdption for the treatment of DTIR-
aeruginosa (carbapenem-resistant/MDR/XDR) is in line with nec&JSA guidelines of the
Infectious Diseases Society of America (IDSA 232®%yhich recommends its use solely for
DTR-P.aeruginosa, for which it is a 1st line choice, and recent dpgan guidelines of the
European Society of Clinical Microbiology and Infiecs Diseases (ESCMIDD 2022)in
which there is explicit recommendation to avoid tmeESBL/ceftriaxone-R Enterobacterales
for which there are other treatment options, agaserving it for DTRP.aeruginosa as the sole
first line option.
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» Currently, access is impossible in most resoumo&dd settings due to prohibitive prices and
lack of registration, barriers which should be wemtlon to guarantee that all patients in need
can benefit (together with microbiology laboratsopport for diagnosis). MSF emphasized that
actions to foster access are sorely needed giveyn high prices and limited number of
countries where ceftolozane/tazobactam is regibtere

* The inclusion of ceftolozane/tazobactam in the BMIL serve 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 Exggammittee on the Selection and Use of Essential
Medicines to consider the inclusion of ceftoloztéamdbactam in the WHO Model List of Essential
Medicines if it is included in the WHO Model Lisf &ssential Medicines as a Reserve antibiotic
(Section 6.2.3 Reserve group antibiotics) indicairly for the treatment of DTR-aeruginosa. MSF
does not support ceftolozane/tazobactam for tredtiwieESBL/ceftriaxone-R Enterobacterales or for
treatment oP.aeruginosa still susceptible to other beta lactams or fluaiaglones.
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