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Keeping an Eye on the Pandemic:
Surveillance Methods Pay Off

S

ARS-CoV-2 offered a crash
course in data surveillance
and collection. But in some
cases, it was too much of a good
thing.
Panelists in the Chasing the Sun
session “Pandemic Surveillance in
Real Time: The Past, Present and
Future” explored what worked and
what didn’t — and more importantly, where things go from here.
Judith Breuer, MD, professor
of virology at University College
London, discussed how the United Kingdom used surveillance to
influence policy.
“In the U.K. at the time the
pandemic hit, it was deemed that
it was not necessary to close the
borders to European entry since
most of the virus was coming from
Asia,” Dr. Breuer said. But that was
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“People who were
accustomed to going out
to restaurants and bars
[on holiday] continued that
behavior once home.”
— Judith Breuer, MD

not the case. Using geographic
information, data scientists were
able to pinpoint where the transmission chains were coming from.
“What became evident very quickly was that a large number came
from virus that had been imported
from Europe. This suggested that
travelers returning from the U.K.
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“Bad Bugs” Bring Few Defenses

T

he list of bad bugs has just
gotten a little longer. In the
session “Even More Bad
Bugs (with Limited Drugs),” two
difficult-to-treat infections will be
explored.
The session takes place at
12:30 p.m. Thursday and will be
moderated by Belinda Ostrowsky,
MD, MPH, FIDSA, FSHEA, field
medical officer for the Centers for
Disease Control and Prevention
and Einstein/Montefiore.
Pavithra Srinivas, PharmD,
BCPS, BCIDP, AAHIVP, infectious
diseases/HIV clinical pharmacy specialist at Truman Medical
Centers, University Health Kansas
City, explores the latest treatment
options for extended-spectrum
β-lactamase-producing Enterobacterales. Dr. Srinivas will explore the latest research and IDSA
guidelines to treat the various
infectious syndromes related to
ESBL-E.
Jessica Howard-Anderson, MD,
MSc, assistant professor at Emory

University School of Medicine, will
discuss gram-negative bacterial
infections, and more specifically
why Pseudomonas aeruginosa is
now considered difficult to treat.
Dr. Howard-Anderson says her
presentation will review IDSA’s
recent guidance document, “Infectious Diseases Society of America
Antimicrobial Resistant Treatment
Guidance: Gram-Negative Bacterial Infections,” and provide specific
recommendations for treatment
of DTR Pseudomonas aeruginosa
infections. She also will explain the
decision to include Pseudomonas
aeruginosa as a DTR and which
antibiotics are recommended for
common clinical infections.
Four relatively new antibiotics — ceftazidime-avibactam,
ceftolozane-tazobactam, imipenem-cilastatin-relebactam and
cefiderocol — are being explored
as potential treatments for DTR-P.
aeruginosa. But there are limitations, Dr. Howard-Anderson says:
“These antibiotics have not been

Even More Bad Bugs
(with Limited Drugs)
Thursday, September 30
12:30 p.m. ET

rigorously evaluated in pathogen-specific trials for P. aeruginosa, and we don’t know how these
antibiotics compare to each other
(assuming that in vitro susceptibility has been demonstrated).”
Data also are lacking in cases where first line agents are not
available, or if the P. aeruginosa
isolate “is resistant to first line
agents, there is a lack of data on
if combination therapy should be
used and which antibiotic combinations are likely to provide the
best overall clinical outcomes.”
Dr. Howard-Anderson also will
discuss the CREDIBLE-CR study,
which, she says, explored “when
to use cefiderocol in invasive
infections caused by carbapenem-resistant pathogens.”

COVID-19’s Impact to Be Felt for the Long Term

C

OVID-19 is likely to
be around for a good
while — and not just for
those patients who have long
COVID. The impact of COVID
on policy and the challenges of
reinfections and post-vaccination breakthroughs were at the
heart of the session “A Brave
New World: Complications and
Challenges of COVID-19 in
2021 and Beyond.”
Celine Gounder, MD, ScM,
FIDSA, clinical assistant pro-

fessor of medicine at New York
University School of Medicine,
discussed the latest information on reinfections and
post-vaccination breakthrough
infections.
Much of her data came from
Israeli studies, an experience
she noted was “the most similar to ours. They have been
relying mostly on the mRNA
vaccines. They are using the
Pfizer vaccine with the dose
regimen used in the clinical

trial, with the second dose given three weeks after the first.
Other countries have used a
dose-sparing regimen, delaying
the second vaccine eight to 12
weeks after the first dose.”
That Israeli research showed
that breakthrough infections
tended to be much more
prevalent in older age groups,
particularly those over age 60.
Those with underlying health

Continued on page 28
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For additional safety information about ASCENIV, please see full Prescribing Information.

© 2021 ADMA Biologics. All rights reserved.
ASCENIV™ is a trademark of ADMA Biologics.
Visit admabiologics.com

4 • Thursday, September 30, 2021

IDWeek Daily News

Named Lectures Focus on Cutting-Edge
Findings and Persistent Challenges

T

hursday’s named lecture presenters are infectious diseases experts on the forefront of
revolutionary ideas and concepts.
Patricia Whitley-Williams, MD,
FAAP, division director of allergy,
immunology and infectious disease at the Rutgers Robert Wood
Johnson Medical School, provides
the Edward H. Kass Lecture at 10
a.m. ET Thursday. She is followed
by Eric Pamer, MD, FIDSA, director
of the Duchossois Family Institute
at the University of Chicago, who
presents the Maxwell Finland Lecture at 10:30 a.m. ET Thursday.
Edward H. Kass Lecture
Dr. Whitley-Williams is presenting “The Epidemic Within the
COVID-19 Pandemic.” The “epidemic within the pandemic” refers
to structural racism, Dr. Whitley-Williams says: “In the context of
COVID-19, health disparities are reflected in hospitalizations, numbers
of COVID-19 cases, deaths and
number vaccinated. This epidemic has been seen before — the flu
pandemic of 1918, 100 years ago.”
In 1999, Congress commissioned
the Institute of Medicine to study
and report on health disparities.
“The take-home message: structural racism and bias at the health
care system level and at the provider level can lead to harmful health
outcomes as we have seen during
the COVID-19 pandemic,” Dr. Whitley-Williams says. “The CDC director in April declared that structural
racism is a public health crisis and
contributes to health disparities.”

She’ll use her lecture to help attendees
understand that “we
can only close the gap
in racial and ethnic
health disparities by
being aware, educating
ourselves, teaching our
future physicians about
the impact of structural racism and bias.
We cannot continue to
blame the victim, our
Patricia WhitleyEric Pamer, MD, FIDSA
Williams, MD, FAAP
patient. It is up to us
to conduct research in
the understanding that “the micromitigating bias and make a perbiome is very complex. It varies,
sonal commitment to address bias
sometimes quite dramatically,
at the health care systems level
between different individuals, and it
as well as at the patient-provider
provides a high level of resistance
level.”
to a range of diseases and can
She met Dr. Kass at least once
contribute to certain diseases or
while she was a fellow at the
then-Boston City Hospital. “Howev- progression of diseases.”
Currently, Dr. Pamer is focused
er, I got to know much more about
on
highly immunocompromised pahim and his legacy by reading
tients
in the midst of cancer treatabout him and his extraordinary
ment
or
organ transplant, treating
accomplishments,” she says. She
them
with
antibiotics to prevent a
joins a list of distinguished infecrange
of
diseases
and then “rapidly
tious diseases professionals who
reconstituting their microbiome at
have delivered the Kass Lecture,
the end of antibiotic treatments so
which she terms an “extraordinary
they have a population of bacteria
honor”: “I am deeply humbled and
that can provide the disease recan think of many more deserving
sistance a normal microbiome can
colleagues.”
provide.”
It’s not as simple as it may sound
Maxwell Finland Lecture
for
what Dr. Pamer calls “next-genDr. Pamer’s work focuses on the
eration probiotics.” It means identilatest advances in understanding
fying bacteria populations that work
the microbiome and “how it immore broadly. Metabolic profiling
pacts resistance and susceptibility
to different infectious diseases,” he can help identify the optimal consays. It’s something he has studied
over the last 15 years, coming to
Continued on page 19
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Leading ID Clinicians Discuss Thorny Cases

C

OVID-19 has kept clinicians
on their toes with shifting
information, conflicting
research and patients who don’t
always fit neatly into a box.
The session “COVID-19 Diagnosis, Management and Vaccination:
A Clinical Update” took a deep
dive into some of those cases.
Roy Gulick, MD, MPH, professor of medicine and chief of the
Division of Infectious Diseases at
Weill Cornell Medicine, Kathryn
Edwards, MD, professor of pediatrics at Vanderbilt University Medical Center, and Mary Hayden, MD,
FIDSA, FSHEA, director, Division
of Infectious Diseases, director,
Division of Clinical Microbiology,
and professor of medicine and pathology at Rush University Medical
Center, moderated the session.
Panelists Andrew Pavia, MD,

George and Esther Gross Presidential Professor and chief,
Division of Pediatric Infectious
Diseases at the University of Utah,
Erica Hardy, MD, MMSc, assistant
professor at Alpert Medical School
of Brown University/Women &
Infants Hospital, Jason Gallagher, PharmD, FIDP, FCCP, FIDSA,
BCPS, clinical professor at Temple
University, and Deepali Kumar,
MD, MSc, FRCPC, professor of
medicine at the University of Toronto, looked at a variety of cases
and discussed standards of care.
In one case, a school bus driver
who had a kidney transplant earlier
in the year received the Pfizer vaccine. An antibody test performed
by his primary care physician reported antibodies were not detectable. Panelists were asked how
they would counsel the patient.

While the damage had already
been done for that patient, the first
piece of advice might have been
to avoid the test in the first place.
“It’s probably not a great idea to
have antibodies tested with commercial assays,” Dr. Pavia said.
“We worry in this gentleman that
his chances of not responding to
vaccine are pretty good. It takes
a while to develop antibody titers.
You might have tested it too early.
The commercial antibody assays
were designed to find some evidence of past infection. They’re
not very well quantified or standardized against each other.”
It’s a common question, however, Dr. Edwards said: “We’re all
looking for that holy grail called the
correlate of protection.”

Continued on page 20
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COVID-19 Sheds Light on Health Inequities

T

he topic of health inequities is a broad one. But the
COVID-19 pandemic has
provided a microcosm that will
become the basis for the session
“Diversity and Inclusion Amidst
COVID-19.”
Anthony R. Flores, MD, MPH,
PhD, associate professor at McGovern Medical School, will discuss “Racial and Health Disparities
Among Patients with COVID-19.”
Amina Ahmed, MD, medical director, pediatric infectious disease
and immunology at Levine Children’s Hospital at Carolinas Medical Center, will take on the topic of
disparities in research, particularly
with children.
The session, at 12:30 p.m. ET
Thursday, will be moderated by
Roberto Santos, MD, professor
at University of Mississippi Medical Center, and David Hyun, MD,
project director, the Antibiotic
Resistance Project at The Pew
Charitable Trusts.
Dr. Ahmed has long discussed
racial and ethnic disparities in
research in children. “What COVID
has done is brought all this in-

formation to light because we’ve
noticed a disparity in health outcomes,” Dr. Ahmed says. “Because we’ve noticed that, it is all
the more important to enroll underrepresented minorities.”
While she has worked to ensure
better representation in research,
her IDWeek presentation will make
a case for enrollment of children in
COVID-19 trials. “I’m going to target it more towards enrollment of
COVID studies in general, not just
therapeutics but vaccine trials,”
says Dr. Ahmed.
It is part of a goal of enrolling
those “who seem to be at the
highest risk,” she adds.
That can be challenging on multiple levels. Dr. Ahmed will look at
barriers to the patients, the researcher and the institution. “Awareness is
a barrier to patient participation,” she
says. “Do they have access to the
information? If they speak a different
language, they don’t. Do they have
research literacy?”
Enrolling immigrants in a tuberculosis study meant going to
“great pains to make sure that they
understood they didn’t have to

Diversity and Inclusion
Amidst COVID-19
Thursday, September 30
12:30 p.m. ET

participate and that it had nothing
to do with their immigration status,” she says. “Acceptance, trust
and privacy can all be issues.”
With much of her career focused on congenital infections and
tuberculosis, she says, “you end
up enrolling the population there. It
never occurred to me that I had to
diversify my research.”
But with COVID-19 — “an equal
opportunity infection” — good
representation is vital. Dr. Ahmed
says, “Short-term tools like community research partnerships are
important. It can be as simple as
engaging a religious group.” With
longer-term goals, it is important to
“make sure that researchers and
coordinators look like participants.”
Those attending the session will
come away with tools that will provide insight into operationalizing
community research projects.

SHEA Offers Prevention Course in HAI Knowledge and Control

S

HEA’s Prevention Course
in Healthcare-Associated
Infection Knowledge and
Control (Prevention CHKC) is
designed to train frontline health
care personnel, defined as those
responsible for direct patient
care, in best practices to prevent
and control health care associated infections and pathogens
that can spread in the health care
setting.
Available through SHEA’s Learning CE site, this training educates

frontline personnel to successfully
execute best practices in topics
that include:
• Prevention of CLABSI,
CAUTI, SSI and VAP/VAE
• Prevention of C. difficile
and MRSA
• Prevention strategies,
including methods for
appropriate performance
and timing of hand hygiene
in the health care setting, as
well as disinfection and
environmental control

They’re still
living within
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Microbiome restoration helps prevent C. diff spore
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IDWeek Abstracts Available On Demand

I

DWeek 2021 features more than
1,650 studies through virtual
poster and oral abstract presentations across all areas of infectious diseases. All 2021 oral and
poster abstract presentations are
available to view on demand.
To view abstract text and PowerPoint presentations with audio
(for oral abstracts) or posters and
audio (for posters), visit the Online
Program. Logged-in users can “favorite” any abstract by clicking on
the star next to its title. Abstracts
you have designated as a favorite
can be accessed from your personal My Schedule page.
Have questions for the authors?
Presenters that have chosen to
participate in the chat-based
question and answer functionality
will be asked to respond to ques-

tions Sept. 29-Oct. 3. Authors
taking part in Q&As will have a
“Q&A and Discussion” button visible at the bottom of their abstract.
After clicking the button, you can
use the “Questions” tab to ask
questions of the author and the

“Discussion” tab to discuss the
abstract with other attendees. The
Q&A and Discussion features will
be open through Oct. 13.
All IDWeek 2021 abstracts will
also be published this fall in Open
Forum Infectious Diseases.

Mark Your Calendar Now for IDWeek 2022
Plan now to attend IDWeek 2022, Oct. 19-23, 2022, in Washington
DC. IDWeek 2022 will feature the state-of-the art science and timely
content you expect from the premier infectious diseases event as
well as can’t-miss networking and career opportunities for all health
care professionals in ID and healthcare epidemiology and prevention.
Exhibitor and partner opportunities to host sessions, exhibit,
support and promote industry content during the event will launch in
January 2022.
Visit idweek.org for on-demand access to 2021 and 2022 event information as it becomes available. We look forward to seeing you there!

Can Precision Metagenomics Impact
the Trajectory of COVID-19?
Co-infections or secondary infections in patients with
COVID-19 are often difficult to diagnose with
conventional methods but are known to affect disease
severity and can be fatal.

Learn how accurate detection and genomic profiling of
pathogens with metagenomic next generation
sequencing (mNGS) provide additional information to
clinicians that may help them to change the disease
trajectory for patients with COVID-19.

©2021 IDbyDNA Inc. All rights reserved.

Watch exclusively:
Profiling COVID-19, Flu and Other Infectious
Diseases through NGS and Target-Enriched
Metagenomics

Presented by
Dr. Ben Briggs, MD, PhD
Director of Medical & Scientific Affairs,
IDbyDNA and Clinical Faculty at UCSF
Division of Pediatric Infectious Diseases

idbydna.com/idweek2021

How can the cUTI treatment
approach evolve to meet
the challenges of rising
1
pathogen resistance?
With an estimated 3 million cases each year in the US, cUTI
is a leading cause of infection-related hospitalization, with a
concerning 52% increase in the incidence of hospital admission
for UTI over the course of a decade (1998-2011).2,3,4
Increasing rates of resistance among uropathogens and the rise
in hospitalization for UTI suggest that alternative oral options may
be necessary for certain patients.4

More oral antibiotic options could potentially help to address:

Avoidable
hospitalization5

IV-related risks6

Healthcare
utilization costs2

Learn more about cUTI treatment challenges at www.cUTIevolution.com
Spero Therapeutics is an emerging leader focused on evolving cUTI management through the identiﬁcation, development, and
commercialization of novel treatments for gram-negative pathogens to address the most urgent unmet needs of patients.

References: 1. Critchley I, Cotroneo N, Pucci M, Mendes R. The burden of antimicrobial resistance among urinary tract isolates of Escherichia coli in the United States in 2017. PLoS ONE. 2019;14(12). doi.org/10.1371/journal.pone.0220265. 2. Carreno J, Tam I,
Meyers J, Esterberg E, Candrilli S, Lodise T Jr. Longitudinal, Nationwide, Cohort Study to Assess Incidence, Outcomes, and Costs Associated With Complicated Urinary Tract Infection. Open Forum Infect Dis. 2019. doi:10.1093/oﬁd/ofz446. 3. Zilberberg M,
Nathanson B, Sulham K, Shorr A. Multiple antimicrobial resistance and outcomes among hospitalized patients with complicated urinary tract infections in the US, 2013-2018: a retrospective cohort study. BMC Infect Dis. 2021;21. doi.org/10.1186/s12879-02105842-0. 4. Simmering J, Tang F, Cavanaugh J, Polgreen L, Polgreen P. The Increase in Hospitalizations for Urinary Tract Infections and the Associated Costs in the United States, 1998–2011. Open Forum Infec Dis. 2017. doi:10.1093/oﬁd/ofw281. 5. Lodise T,
Chopra T, Nathanson B, Sulham K. Hospital Admission Patterns of Adult Patients with Complicated Urinary Tract Infections Who Present to the Hospital by Disease Acuity and Comorbid Conditions: How Many Admissions are Potentially Avoidable? Am J Infect Control.
2021;S0196-6553(21)00382-5. doi.org/10.1016/j.ajic.2021.05.013. 6. Thurber K, Arnold J, Narayanan P, Dierkhising R, Sampathkumar P. Comparison of intravenous and oral deﬁnitive antibiotic regimens in hospitalised patients with Gram-negative bacteraemia
from a urinary tract infection. J Globl Antimicrob Resist. 2019;18. doi.org/10.1016/j.jgar.2019.03.013.
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PIDS Offers Education on Infectious Diseases
in Immunocompromised Hosts

P

IDS has developed multiple
educational initiatives to
supplement identified knowledge gaps around transplant/immunocompromised host pediatric
infectious diseases. The “Virtual
Clinical Case Conference of the
Immunocompromised Child,” “Effective Transplant ID Teacher” and
the Transplant ID education modules also serve to highlight TID/
ICH PID as a potential career path
for PID trainees.

The “Virtual Clinical Case Conference of Immunocompromised
Child” (vCCC) initiative was created to promote and supplement
pediatric transplant/ICH PID education. This monthly conference
leverages a virtual educational
platform for PID fellows across
all U.S. fellowship programs to
participate. Invited fellows present
an educational clinical case in an
immunocompromised child and
focus the clinical question, discuss
clinical reasoning, highlight key

learning points, reference available data
and evidence-based
recommendations and
share best practices.
The vCCC occurs
from 1-1:30 p.m. ET
on the fourth Tuesday
of each month via
Zoom. In addition, PID
fellows can perform self-evaluations on their individual educational dashboards evaluating their level of confidence to independently
care for immunocompromised
children based on entrustable professional activities.
The “Effective Transplant ID
Teacher” series was developed
for PID educators interested in
developing additional transplant/
ICH PID teaching strategies. The
three-part virtual workshop took
place over the summer. Session
leaders used learner vignettes
to identify common challenges
encountered by clinical educators
when teaching transplant/ICH PID
knowledge and principles. Participants learned evidence-based
strategies for developing content
knowledge and clinical decision-making skills among their
trainees.
The PIDS Transplant ID Educa-

tion Subcommittee, in
collaboration with the
American Society of
Transplantation Infectious Diseases Community of Practice
pediatric workgroup,
have partnered to
create 20 case-based,
pediatric-specific
branched learning educational
modules related to the management and prevention of infections
in solid organ and hematopoietic
cell transplantation recipients.
These modules are another educational modality aimed to foster
transplant/ICH PID learning.
These PIDS transplant/ICH PID
educational activities are available
for asynchronous learning.
Our goal is to continue developing educational opportunities for trainees and other PIDS
members interested in transplant/
ICH PID and other PID career
paths. Keep an eye out for upcoming educational sessions,
including a Town Hall and journal
clubs related to transplant/ICH
PID. A special thank you to the
PIDS Transplant ID and Education Committees for developing
resources that contribute and
improve patient care.

Updated HIVMA Resource: COVID-19 Vaccines and
People with HIV FAQ
HIVMA maintains a regularly updated FAQ (in Spanish: Vacunas contra la COVID-19 y VIH preguntas frecuentes)
as a resource for HIV clinicians to respond to patient questions regarding the Pfizer-BioNTech COVID-19 vaccine
approved for use in the U.S. by the Food and Drug Administration and the Moderna and Johnson and Johnson/
Janssen COVID-19 vaccines authorized for use in the U.S.
Most recently, the FAQ has been updated with information and guidance for clinicians regarding a third vaccine
dose for immunocompromised individuals, including people with untreated or advanced HIV; the Centers for Disease Control and Prevention’s recommendation for pregnant people to get vaccinated; and the latest public health
recommendations for vaccinated and unvaccinated individuals.

© 2021 Dynavax Technologies Corporation. All rights reserved. US-21-00-00230
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TREATMENT FOR NOSOCOMIAL
PNEUMONIA HAS ARRIVED

In HABP/VABP and cUTI caused by susceptible
Gram-negative microorganisms

OUTSMART RESISTANCE
Fetroja outsmarts pathogens by using iron to
gain cell entry, like a Trojan horse.1,2

Fetroja—the world’s only siderophore
cephalosporin—overcomes Gram-negative
antibacterial resistance1
INDICATIONS
Fetroja® (cefiderocol) is indicated in patients 18 years of age or older for
the treatment of complicated urinary tract infections (cUTIs), including
pyelonephritis caused by the following susceptible Gram-negative
microorganisms: Escherichia coli, Klebsiella pneumoniae, Proteus
mirabilis, Pseudomonas aeruginosa, and Enterobacter cloacae complex.
Fetroja is indicated in patients 18 years of age or older for the treatment
of hospital-acquired bacterial pneumonia and ventilator-associated
bacterial pneumonia, caused by the following susceptible Gram-negative
microorganisms: Acinetobacter baumannii complex, Escherichia coli,
Enterobacter cloacae complex, Klebsiella pneumoniae, Pseudomonas
aeruginosa, and Serratia marcescens.
USAGE
To reduce the development of drug-resistant bacteria and maintain the
effectiveness of Fetroja and other antibacterial drugs, Fetroja should
be used only to treat or prevent infections that are proven or strongly
suspected to be caused by susceptible bacteria.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
Fetroja is contraindicated in patients with a known history of severe
hypersensitivity to cefiderocol or other beta-lactam antibacterial drugs,
or any other component of Fetroja.
WARNINGS AND PRECAUTIONS
Increase in All-Cause Mortality in Patients with CarbapenemResistant Gram-Negative Bacterial Infections
An increase in all-cause mortality was observed in patients treated with
Fetroja as compared to best available therapy (BAT) in a multinational,
randomized, open-label trial in critically ill patients with carbapenemresistant Gram-negative bacterial infections (NCT02714595). Patients
with nosocomial pneumonia, bloodstream infections, sepsis, or cUTI were
included in the trial. BAT regimens varied according to local practices and
consisted of 1 to 3 antibacterial drugs with activity against Gram-negative
bacteria. Most of the BAT regimens contained colistin.

Stable in vitro against all known classes of ϐ-lactamases,
including serine-carbapenemases (such as KPC and OXA)
and metallo-ϐ-lactamases (such as VIM, IMP, and NDM)1
Active against pathogens with porin channel deletions and
efflux pump up-regulation1,3,4
The increase in all-cause mortality occurred in patients treated for
nosocomial pneumonia, bloodstream infections, or sepsis. The 28-Day
all-cause mortality was higher in patients treated with Fetroja than in
patients treated with BAT [25/101 (24.8%) vs 9/49 (18.4%), treatment
difference 6.4%, 95% CI (-8.6, 19.2)]. All-cause mortality remained higher
in patients treated with Fetroja than in patients treated with BAT through
Day 49 [34/101 (33.7%) vs 10/49 (20.4%), treatment difference 13.3%,
95% CI (-2.5, 26.9)]. Generally, deaths were in patients with infections
caused by Gram-negative organisms, including non-fermenters such
as Acinetobacter baumannii complex, Stenotrophomonas maltophilia,
and Pseudomonas aeruginosa, and were the result of worsening or
complications of infection, or underlying comorbidities. The cause of
the increase in mortality has not been established.
Closely monitor the clinical response to therapy in patients with cUTI
and HABP/VABP.
Hypersensitivity Reactions
Serious and occasionally fatal hypersensitivity (anaphylactic) reactions
and serious skin reactions have been reported in patients receiving
beta-lactam antibacterial drugs. Hypersensitivity was observed in
Fetroja-treated patients in clinical trials. These reactions are more likely
to occur in individuals with a history of beta-lactam hypersensitivity
and/or a history of sensitivity to multiple allergens. There have been
reports of individuals with a history of penicillin hypersensitivity who
have experienced severe reactions when treated with cephalosporins.

S:15"

Fetroja has an extensive Gram-negative spectrum that includes hard-to-treat pathogens1
Fetroja has demonstrated activity against the following Gram-negative bacteria, both in vitro and in HABP/VABP:
Acinetobacter baumannii complex, Escherichia coli*, Enterobacter cloacae complex*, Klebsiella pneumoniae*, Pseudomonas aeruginosa*,
Serratia marcescens
*Also included in cUTI indication.

In a seriously ill patient population with HABP
or VABP, Fetroja exhibited non-inferiority to
extended-infusion, high-dose meropenem1

Fetroja is highly active in vitro vs Gramnegative carbapenem-NS pathogens5

In this study, susceptibility of >38,000 Gram-negative
clinical isolates from multiple countries (2013-2018) was
tested against Fetroja

• Study highlights:

In vitro activity does not necessarily correlate with clinical efficacy.

– Meropenem was used as a comparator in the trial and was
optimized (2 grams IV over 3 h q8h) for seriously ill patients
with a multidrug-resistant Gram-negative infection in the ICU1

Enterobacteralesa

(n=25,995)

100%

Enterobacterales

(n=814)

97%

– 60% of patients were ventilated, while approximately
33% had failed empiric treatment1,5

98%

– The top 5 baseline Gram-negative pathogens were
K pneumoniae, P aeruginosa, A baumannii, E coli,
and E cloacae5

Overall

a

carbapenem-non-susceptible

P aeruginosaa

(n=6213)

P aeruginosaa

(n=1416)

A baumannii complexa

(n=4185)

A baumannii complexa

(n=2274)

S maltophilia b

(n=1565)

Overall

carbapenem-non-susceptible

Overall

carbapenem-non-susceptible

Overall

95%

• At Day 14, all-cause mortality (primary endpoint) in the
mITT population was 12.4% for Fetroja vs 12.2% for
extended-infusion, high-dose meropenem (95% CI, -7.2, 7.7)1

90%
85%
100%

(inherently carbapenem-resistant)5,7
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In a phylogenetic reclassification performed in 2016, the nomenclature of Enterobacterales was proposed, which includes formerly
established Enterobacteriaceae family and other genera such as Proteus spp, Providencia spp, Photorhabdus spp, and Serratia spp.8

In vitro susceptibility study design

Clinical isolates of Gram-negative bacteria were collected from 4 global surveillance
studies (SIDERO-WT-2014, SIDERO-WT-2015, SIDERO-WT-2016, and SIDERO-WT-2018)
that included Enterobacterales* and non-fermenter strains. The global surveillance study
(Proteeae†) collected clinical isolates from 2013-2016, and were tested centrally (IHMA Inc.,
Schaumburg, IL, USA). Fetroja MICs were determined by microbroth dilution using irondepleted cation-adjusted Mueller-Hinton broth (ID-CAMHB) as approved by the Clinical
and Laboratory Standards Institute (CLSI) subcommittee on antimicrobial susceptibility
testing in January 2016. FDA breakpoints were used for Enterobacterales MIC ≤4 μg/mL,
P aeruginosa MIC ≤1 μg/mL, and A baumannii complex‡ MIC ≤1 μg/mL, whereas CLSI
investigational breakpoint was used for S maltophilia MIC ≤4 μg/mL. Carbapenem-nonsusceptible strain was defined as meropenem MIC ≥2 μg/mL for Enterobacterales strains
(including Proteeae) and MIC ≥4 μg/mL for P aeruginosa and A baumannii complex.5
a
FDA breakpoints used for Enterobacterales MIC ≤4 μg/mL, P aeruginosa MIC ≤1 μg/mL,
and A baumannii complex MIC ≤1 μg/mL.
b
CLSI investigational breakpoint used for S maltophilia MIC ≤4 μg/mL.
*E coli, K pneumoniae, other Klebsiella spp, Enterobacter spp, Serratia spp, and
Citrobacter spp.
†
Morganella morganii, P mirabilis, Proteus vulgaris, and Providencia rettgeri.
‡
A baumannii complex consists of A baumannii, A calcoaceticus, A dijkshoorniae,
A nosocomialis, A pittii, and A seifertii.

IMPORTANT SAFETY INFORMATION (continued)
WARNINGS AND PRECAUTIONS (continued)
Hypersensitivity Reactions (continued)
Before therapy with Fetroja is instituted, inquire about previous
hypersensitivity reactions to cephalosporins, penicillins, or other
beta-lactam antibacterial drugs. Discontinue Fetroja if an allergic
reaction occurs.
Clostridioides difficile-associated Diarrhea (CDAD)
Clostridioides difficile-associated diarrhea (CDAD) has been reported for
nearly all systemic antibacterial agents, including Fetroja. CDAD may range
in severity from mild diarrhea to fatal colitis. Treatment with antibacterial
agents alters the normal flora of the colon and may permit overgrowth
of C. difficile.
Careful medical history is necessary because CDAD has been reported to
occur more than 2 months after the administration of antibacterial agents.
If CDAD is suspected or confirmed, antibacterial drugs not directed against
C. difficile may need to be discontinued. Manage fluid and electrolyte levels
as appropriate, supplement protein intake, monitor antibacterial treatment
of C. difficile, and institute surgical evaluation as clinically indicated.

• Fetroja exhibited comparable safety vs extended-infusion,
high-dose meropenem in HABP/VABP1
Study Design

Multicenter, double-blind, parallel-group, randomized, active-controlled Phase 3
study in approximately 300 adults with nosocomial pneumonia caused by Gramnegative bacteria. Subjects were randomized (1:1) to either cefiderocol, 2 grams,
administered IV over 3 hours every 8 hours (q8h) or extended-infusion, high-dose
meropenem, 2 grams, administered IV over 3 hours q8h. Randomization was
performed by the stratified randomization method using their infection diagnosis
(HABP, VABP, and HCABP) and Acute Physiology And Chronic Health Evaluation II
(APACHE II) score (≤15 and ≥16) as allocation factors. Linezolid was administered for
at least 5 days to subjects in both arms to provide coverage for methicillin-resistant
Staphylococcus aureus (MRSA), and to maintain the study blind.1,5
CI=confidence interval.

FOR MORE INFORMATION, VISIT

FetrojaID.com

Seizures and Other Central Nervous System (CNS) Adverse Reactions
Cephalosporins, including Fetroja, have been implicated in triggering
seizures. Nonconvulsive status epilepticus (NCSE), encephalopathy,
coma, asterixis, neuromuscular excitability, and myoclonia have been
reported with cephalosporins particularly in patients with a history
of epilepsy and/or when recommended dosages of cephalosporins
were exceeded due to renal impairment. Adjust Fetroja dosing based
on creatinine clearance. Anticonvulsant therapy should be continued
in patients with known seizure disorders. If CNS adverse reactions
including seizures occur, patients should undergo a neurological
evaluation to determine whether Fetroja should be discontinued.
Development of Drug-Resistant Bacteria
Prescribing Fetroja in the absence of a proven or strongly suspected bacterial
infection or a prophylactic indication is unlikely to provide benefit to the
patient and increases the risk of the development of drug-resistant bacteria.
ADVERSE REACTIONS
The most common adverse reactions occurring in (≥2%) of patients
receiving Fetroja compared to imipenem/cilastatin in the cUTI trial were:
diarrhea (4% vs 6%), infusion site reactions (4% vs 5%), constipation (3%
vs 4%), rash (3% vs <1%), candidiasis (2% vs 3%), cough (2% vs <1%),
elevations in liver tests (2% vs <1%), headache (2% vs 5%), hypokalemia (2%
vs 3%), nausea (2% vs 4%), and vomiting (2% vs 1%). The most common
adverse reactions occurring in (≥4%) of patients receiving Fetroja compared
to meropenem in the HABP/VABP trial were: elevations in liver tests (16%
vs 16%), hypokalemia (11% vs 15%), diarrhea (9% vs 9%), hypomagnesemia
(5% vs <1%), and atrial fibrillation (5% vs 3%).
Please see a Brief Summary of Prescribing Information on following page.

References: 1. Fetroja (cefiderocol) [package insert]. Florham Park, NJ: Shionogi Inc.; 2020. 2. Zhanel GG, Golden AR, Zelenistky S, et al. Cefiderocol: a siderophore cephalosporin with activity
against carbapenem-resistant and multidrug-resistant Gram-negative bacilli. Drugs. 2019;79(3):271-289. 3. Iregui A, Khan Z, Landman D, Quale J. Activity of cefiderocol against Enterobacterales,
Pseudomonas aeruginosa, and Acinetobacter baumannii endemic to medical centers in New York City. Microb Drug Resist. 2020;26(7):1-5. 4. Iregui A, Khan Z, Landman D, Quale J. Activity of cefiderocol
against Enterobacterales, Pseudomonas aeruginosa, and Acinetobacter baumannii endemic to medical centers in New York City. Microb Drug Resist. 2020;26(7) (suppl):S1-S3. 5. Data on file. 6. Brooke JS.
Stenotrophomonas maltophilia: an emerging global opportunistic pathogen. Clin Microbiol Rev. 2012;25(1):2-41. 7. Ruppé É, Woerther PL, Barbier F. Mechanisms of antimicrobial resistance in Gramnegative bacilli. Ann Intensive Care. 2015;5(1):61. doi:10.1186/s13613-015-0061-0. 8. Adeolu M, Alnajar S, Naushad S, Gupta RS. Genome-based phylogeny and taxonomy of the 'Enterobacteriales':
proposal for Enterobacterales ord. nov. divided into the families Enterobacteriaceae, Erwiniaceae fam. nov., Pectobacteriaceae fam. nov., Yersiniaceae fam. nov., Hafniaceae fam. nov., Morganellaceae fam.
nov., and Budviciaceae fam. nov. Int J Syst Evol Microbiol. 2016;66(12):5575-5599.
© 2021 Shionogi Inc. Florham Park, NJ 07932. All Rights Reserved.
Fetroja is a registered trademark of Shionogi & Co., Ltd. Osaka, Japan. USFET-0349 05/21

FETROJA (cefiderocol) for injection, for intravenous use
Initial U.S. Approval: 2019
BRIEF SUMMARY: Please see package insert for full prescribing information.
1
INDICATIONS AND USAGE
1.1 Complicated Urinary Tract Infections (cUTIs), Including Pyelonephritis
FETROJA®

is indicated in patients 18 years of age or older for the treatment of
complicated urinary tract infections (cUTIs), including pyelonephritis caused by the
following susceptible Gram-negative microorganisms: Escherichia coli, Klebsiella
pneumoniae, Proteus mirabilis, Pseudomonas aeruginosa, and Enterobacter cloacae
complex [see Clinical Studies (14.1) in the full prescribing information].
1.2 Hospital-acquired Bacterial Pneumonia and Ventilator-associated Bacterial
Pneumonia (HABP/VABP)
FETROJA is indicated in patients 18 years of age or older for the treatment of hospitalacquired bacterial pneumonia and ventilator-associated bacterial pneumonia, caused by
the following susceptible Gram-negative microorganisms: Acinetobacter baumannii
complex, Escherichia coli, Enterobacter cloacae complex, Klebsiella pneumoniae,
Pseudomonas aeruginosa, and Serratia marcescens [see Clinical Studies (14.2) in the
full prescribing information].
1.3 Usage
To reduce the development of drug-resistant bacteria and maintain the effectiveness
of FETROJA and other antibacterial drugs, FETROJA should be used only to treat or
prevent infections that are proven or strongly suspected to be caused by susceptible
bacteria. When culture and susceptibility information are available, they should be
considered in selecting or modifying antibacterial therapy. In the absence of such data,
local epidemiology and susceptibility patterns may contribute to the empiric selection
of therapy.
4
CONTRAINDICATIONS
FETROJA is contraindicated in patients with a known history of severe hypersensitivity
to cefiderocol or other beta-lactam antibacterial drugs, or any other component of
FETROJA [see Warnings and Precautions (5.2) and Adverse Reactions (6.1)].
5
WARNINGS AND PRECAUTIONS
5.1 Increase in All-Cause Mortality in Patients with Carbapenem-Resistant
Gram-Negative Bacterial Infections
An increase in all-cause mortality was observed in patients treated with FETROJA as
compared to best available therapy (BAT) in a multinational, randomized, open-label trial
in critically ill patients with carbapenem-resistant Gram-negative bacterial infections
(NCT02714595). Patients with nosocomial pneumonia, bloodstream infections, sepsis,
or cUTI were included in the trial. BAT regimens varied according to local practices and
consisted of 1 to 3 antibacterial drugs with activity against Gram-negative bacteria. Most
of the BAT regimens contained colistin.
The increase in all-cause mortality occurred in patients treated for nosocomial pneumonia,
bloodstream infections, or sepsis. The 28-Day all-cause mortality was higher in patients
treated with FETROJA than in patients treated with BAT [25/101 (24.8%) vs. 9/49 (18.4%),
treatment difference 6.4%, 95% CI (-8.6, 19.2)]. All-cause mortality remained higher in
patients treated with FETROJA than in patients treated with BAT through Day 49 [34/101
(33.7%) vs. 10/49 (20.4%), treatment difference 13.3%, 95% CI (-2.5, 26.9)]. Generally,
deaths were in patients with infections caused by Gram-negative organisms, including
non-fermenters such as Acinetobacter baumannii complex, Stenotrophomonas
maltophilia, and Pseudomonas aeruginosa, and were the result of worsening or
complications of infection, or underlying comorbidities. The cause of the increase in
mortality has not been established.
Closely monitor the clinical response to therapy in patients with cUTI and HABP/VABP.
5.2 Hypersensitivity Reactions
Serious and occasionally fatal hypersensitivity (anaphylactic) reactions and serious skin
reactions have been reported in patients receiving beta-lactam antibacterial drugs.
Hypersensitivity was observed in FETROJA-treated patients in clinical trials [see Adverse
Reactions (6.1)]. These reactions are more likely to occur in individuals with a history of
beta-lactam hypersensitivity and/or a history of sensitivity to multiple allergens. There
have been reports of individuals with a history of penicillin hypersensitivity who have
experienced severe reactions when treated with cephalosporins.

If CDAD is suspected or confirmed, antibacterial drugs not directed against C. difficile
may need to be discontinued. Manage fluid and electrolyte levels as appropriate,
supplement protein intake, monitor antibacterial treatment of C. difficile, and institute
surgical evaluation as clinically indicated.
5.4 Seizures and Other Central Nervous System (CNS) Adverse Reactions
Cephalosporins, including FETROJA, have been implicated in triggering seizures [see
Adverse Reactions (6.1)]. Nonconvulsive status epilepticus (NCSE), encephalopathy,
coma, asterixis, neuromuscular excitability, and myoclonia have been reported
with cephalosporins particularly in patients with a history of epilepsy and/or when
recommended dosages of cephalosporins were exceeded due to renal impairment.
Adjust FETROJA dosing based on creatinine clearance [see Dosage and Administration
(2.2) in the full prescribing information]. Anticonvulsant therapy should be continued
in patients with known seizure disorders. If CNS adverse reactions including seizures
occur, patients should undergo a neurological evaluation to determine whether FETROJA
should be discontinued.
5.5 Development of Drug-Resistant Bacteria
Prescribing FETROJA in the absence of a proven or strongly suspected bacterial
infection or a prophylactic indication is unlikely to provide benefit to the patient and
increases the risk of the development of drug-resistant bacteria [see Indications and
Usage (1.3)].
6
ADVERSE REACTIONS
The following serious adverse reactions are described in greater detail in the Warnings
and Precautions section:
• Increase in All-Cause Mortality in Patients with Carbapenem-Resistant Gram-Negative
Bacterial Infections [see Warnings and Precautions (5.1)]
• Hypersensitivity Reactions [see Warnings and Precautions (5.2)]
• Clostridioides difficile-associated Diarrhea (CDAD) [see Warnings and Precautions (5.3)]
• Seizures and Other Central Nervous System Adverse Reactions [see Warnings and
Precautions (5.4)]
6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction
rates observed in the clinical trials of a drug cannot be directly compared to rates in the
clinical trials of another drug and may not reflect the rates observed in practice.
Complicated Urinary Tract Infections (cUTIs), Including Pyelonephritis
FETROJA was evaluated in an active-controlled, randomized clinical trial in patients with
cUTI, including pyelonephritis (Trial 1). In this trial, 300 patients received FETROJA 2 grams
every 8 hours infused over 1 hour (or a renally-adjusted dose), and 148 patients were
treated with imipenem/cilastatin 1gram/1gram every 8 hours infused over 1 hour (or a
renally-adjusted dose). The median age of treated patients across treatment arms was
65 years (range 18 to 93 years), with approximately 53% of patients aged greater than
or equal to 65. Approximately 96% of patients were White, most were from Europe, and
55% were female. Patients across treatment arms received treatment for a median
duration of 9 days.
Serious Adverse Reactions and Adverse Reactions Leading to Discontinuation
In Trial 1, a total of 14/300 (4.7%) cUTI patients treated with FETROJA and 12/148
(8.1%) of cUTI patients treated with imipenem/cilastatin experienced serious adverse
reactions. One death (0.3%) occurred in 300 patients treated with FETROJA as
compared to none treated with imipenem/cilastatin. Discontinuation of treatment due to
any adverse reaction occurred in 5/300 (1.7%) of patients treated with FETROJA and
3/148 (2.0%) of patients treated with imipenem/cilastatin. Specific adverse reactions
leading to treatment discontinuation in patients who received FETROJA included
diarrhea (0.3%), drug hypersensitivity (0.3%), and increased hepatic enzymes (0.3%).
Common Adverse Reactions
Table 4 lists the most common selected adverse reactions occurring in ≥ 2% of cUTI
patients receiving FETROJA in Trial 1.
Table 4

Selected Adverse Reactions Occurring in ≥ 2% of cUTI Patients Receiving
FETROJA in Trial 1

Adverse Reaction

FETROJAa
(N = 300)

Imipenem/Cilastatinb
(N = 148)

Before therapy with FETROJA is instituted, inquire about previous hypersensitivity
reactions to cephalosporins, penicillins, or other beta-lactam antibacterial drugs.
Discontinue FETROJA if an allergic reaction occurs.

Diarrhea

4%

6%

Infusion site reactionsc

4%

5%

5.3 Clostridioides difficile-associated Diarrhea (CDAD)

Constipation

3%

4%

Clostridioides difficile-associated diarrhea (CDAD) has been reported for nearly all
systemic antibacterial agents, including FETROJA. CDAD may range in severity from
mild diarrhea to fatal colitis. Treatment with antibacterial agents alters the normal flora
of the colon and may permit overgrowth of C. difficile.
C. difficile produces toxins A and B, which contribute to the development of CDAD.
Hypertoxin-producing strains of C. difficile cause increased morbidity and mortality, as
these infections can be refractory to antimicrobial therapy and may require colectomy.
CDAD must be considered in all patients who present with diarrhea following
antibacterial use. Careful medical history is necessary because CDAD has been reported
to occur more than 2 months after the administration of antibacterial agents.

Rashd

3%

< 1%

Candidiasise

2%

3%

Cough

2%

< 1%
< 1%

Elevations in liver testsf

2%

Headache

2%

5%

Hypokalemiag

2%

3%
(continued)

Table 4

Selected Adverse Reactions Occurring in ≥ 2% of cUTI Patients Receiving
FETROJA in Trial 1
FETROJAa
(N = 300)

Imipenem/Cilastatinb
(N = 148)

Nausea

2%

4%

Vomiting

2%

1%

Adverse Reaction

cUTI = complicated urinary tract infection.
a 2 grams IV over 1 hour every 8 hours (with dosing adjustment based on renal function).
b 1 gram IV over 1 hour every 8 hours (with dosing adjustment based on renal function and body
weight).
c Infusion site reactions include infusion site erythema, inflammation, pain, pruritis, injection site
pain, and phlebitis.
d Rash includes rash macular, rash maculopapular, erythema, skin irritation.
e Candidiasis includes oral or vulvovaginal candidiasis, candiduria.
f Elevations in liver tests include alanine aminotransferase, aspartate aminotransferase, gammaglutamyl transferase, blood alkaline phosphatase, hepatic enzyme increased.
g Hypokalemia includes blood potassium decreased.

Other Adverse Reactions of FETROJA in the cUTI Patients (Trial 1)
The following selected adverse reactions were reported in FETROJA-treated cUTI
patients at a rate of less than 2% in Trial 1:
Blood and lymphatic disorders: thrombocytosis
Cardiac disorders: congestive heart failure, bradycardia, atrial fibrillation
Gastrointestinal disorders: abdominal pain, dry mouth, stomatitis
General system disorders: pyrexia, peripheral edema
Hepatobiliary disorders: cholelithiasis, cholecystitis, gallbladder pain
Immune system disorders: drug hypersensitivity
Infections and infestations: C. difficile infection
Laboratory investigations: prolonged prothrombin time (PT) and prothrombin time
international normalized ratio (PT-INR), red blood cells urine positive, creatine
phosphokinase increase
Metabolism and nutrition disorders: decreased appetite, hypocalcemia, fluid overload
Nervous system disorders: dysgeusia, seizure
Respiratory, thoracic, and mediastinal disorders: dyspnea, pleural effusion
Skin and subcutaneous tissue disorders: pruritis
Psychiatric disorders: insomnia, restlessness
Hospital-acquired Bacterial Pneumonia and Ventilator-associated Bacterial Pneumonia
(HABP/VABP)
FETROJA was evaluated in an active-controlled clinical trial in patients with HABP/VABP
(Trial 2). In this trial, 148 patients received FETROJA 2 grams every 8 hours infused
over 3 hours, and 150 patients received meropenem 2 grams every 8 hours infused over
3 hours. Doses of study treatments were adjusted based on renal function. The median
age was 67 years, approximately 59% of patients were 65 years of age and older,
69% were male, and 68% were White. Overall, approximately 60% were ventilated at
randomization, including 41% with VABP and 14% with ventilated HABP. The mean
Acute Physiology And Chronic Health Evaluation (APACHE II) score was 16. All patients
received empiric treatment for Gram-positive organisms with linezolid for at least 5 days.
Serious Adverse Reactions and Adverse Reactions Leading to Discontinuation
In Trial 2, serious adverse reactions occurred in 54/148 (36.5%) HABP/VABP patients
treated with FETROJA and 45/150 (30%) of HABP/VABP patients treated with
meropenem. Adverse reactions leading to death were reported in 39/148 (26.4%)
patients treated with FETROJA and 35/150 (23.3%) patients treated with meropenem.
Adverse reactions leading to discontinuation of treatment occurred in 12/148 (8.1%) of
patients treated with FETROJA and 14/150 (9.3%) of patients treated with meropenem.
The most common adverse reactions leading to discontinuation in both treatment
groups were elevated liver tests.
Common Adverse Reactions
Table 5 lists the most common selected adverse reactions occurring in ≥ 4% of patients
receiving FETROJA in the HABP/VABP trial.
Table 5

Selected Adverse Reactions Occurring in ≥ 4% of HABP/VABP Patients
Receiving FETROJA in Trial 2
FETROJAa
N = 148

Meropenemb
N = 150

Elevations in liver testsc

16%

16%

Hypokalemiad

11%

15%

Diarrhea

9%

9%

Hypomagnesemia

5%

< 1%

Atrial fibrillation

5%

3%

Adverse Reaction

HABP/VABP = hospital-acquired bacterial pneumonia/ventilator-associated bacterial pneumonia.
a 2 grams IV over 3 hours every 8 hours (with dosing adjustment based on renal function).
b 2 grams IV over 3 hours every 8 hours (with dosing adjustment based on renal function).
c Elevations in liver tests include the following terms: aspartate aminotransferase increased,
alanine aminotransferase increased, gamma-glutamyl transferase increased, liver function test
increased, liver function test abnormal, hepatic enzyme increased, transaminases increased,
hypertransaminesemia.
d Hypokalemia includes blood potassium decreased.

Other Adverse Reactions of FETROJA in HABP/VABP Patients in Trial 2
The following selected adverse reactions were reported in FETROJA-treated HABP/VABP
patients at a rate of less than 4% in Trial 2:

Blood and lymphatic disorders: thrombocytopenia, thrombocytosis
Cardiac disorders: myocardial infarction, atrial flutter
Gastrointestinal disorders: nausea, vomiting, abdominal pain
Hepatobiliary disorders: cholecystitis, cholestasis
Infections and infestations: C. difficile infection, oral candidiasis
Laboratory investigations: prolonged prothrombin time (PT) and prothrombin time
international normalized ratio (PT-INR), activated partial thromboplastin time (aPTT)
Metabolism and nutrition disorders: hypocalcemia, hyperkalemia
Nervous system disorders: seizure
Renal and genitourinary disorders: acute interstitial nephritis
Respiratory, thoracic, and mediastinal disorders: cough
Skin and subcutaneous tissue disorders: rash including rash erythematous
7
DRUG INTERACTIONS
7.1 Drug/Laboratory Test Interactions
Cefiderocol may result in false-positive results in dipstick tests (urine protein, ketones,
or occult blood). Use alternate clinical laboratory methods of testing to confirm positive
tests.
8
USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Risk Summary
There are no available data on FETROJA use in pregnant women to evaluate for a drugassociated risk of major birth defects, miscarriage, or adverse maternal or fetal outcomes.
Available data from published prospective cohort studies, case series, and case reports
over several decades with cephalosporin use in pregnant women have not established
drug-associated risks of major birth defects, miscarriage, or adverse maternal or fetal
outcomes (see Data).
Developmental toxicity studies with cefiderocol administered during organogenesis to
rats and mice showed no evidence of embryo-fetal toxicity, including drug-induced fetal
malformations, at doses providing exposure levels 0.9 times (rats) or 1.3 times (mice)
higher than the average observed in patients receiving the maximum recommended
daily dose.
The estimated background risk of major birth defects and miscarriage for the indicated
population is unknown. All pregnancies have a background risk of birth defect, loss, or
other adverse outcomes. In the U.S. general population, the estimated background risk
of major birth defects and miscarriage in clinically recognized pregnancies is 2% to 4%
and 15% to 20%, respectively.
Data
Human Data
While available studies cannot definitively establish the absence of risk, published data
from prospective cohort studies, case series, and case reports over several decades
have not identified an association with cephalosporin use during pregnancy and major
birth defects, miscarriage, or other adverse maternal or fetal outcomes. Available
studies have methodologic limitations, including small sample size, retrospective data
collection, and inconsistent comparator groups.
Animal Data
Developmental toxicity was not observed in rats at intravenous doses of up to
1000 mg/kg/day or mice at subcutaneous doses of up to 2000 mg/kg/day given
during the period of organogenesis (gestation days 6-17 in rats and 6-15 in mice). No
treatment-related malformations or reductions in fetal viability were observed. Mean
plasma exposure (AUC) at these doses was approximately 0.9 times (rats) and 1.3 times
(mice) the daily mean plasma exposure in patients that received 2 grams of cefiderocol
infused intravenously every 8 hours.
In a pre- and postnatal development study, cefiderocol was administered intravenously
at doses up to 1000 mg/kg/day to rats from Day 6 of pregnancy until weaning. No adverse
effects on parturition, maternal function, or pre- and postnatal development and viability
of the pups were observed.
In pregnant rats, cefiderocol-derived radioactivity was shown to cross the placenta, but
the amount detected in fetuses was a small percentage (< 0.5%) of the dose.
8.2 Lactation
Risk Summary
It is not known whether cefiderocol is excreted into human milk; however, cefiderocolderived radioactivity was detected in the milk of lactating rats that received the drug
intravenously. When a drug is present in animal milk, it is likely that the drug will be
present in human milk. No information is available on the effects of FETROJA on the
breastfed infant or on milk production.
The developmental and health benefits of breastfeeding should be considered along with
the mother’s clinical need for FETROJA and any potential adverse effects on the breastfed
child from FETROJA or from the underlying maternal condition.

Data
Cefiderocol-derived radioactivity was detected in milk following intravenous administration
to lactating rats. The peak level in rat milk was approximately 6% of the peak plasma level.
8.4 Pediatric Use
Safety and effectiveness of FETROJA in pediatric patients younger than 18 years of age
have not been established.
8.5 Geriatric Use
cUTI
Of the 300 patients treated with FETROJA in the cUTI trial, 158 (52.7%) were 65 years of
age and older, and 67 (22.3%) were 75 years of age and older. No overall differences in
safety or efficacy were observed between these patients and younger patients.
HABP/VABP
Of the 148 patients treated with FETROJA in the HABP/VABP trial, 83 (56.1%) were
65 years of age and older, and 40 (27%) were 75 years of age and older.

Patients Receiving CRRT
A total of 16 patients treated with FETROJA received CRRT in clinical trials. Dosage
adjustment of FETROJA is required in patients receiving CRRT including CVVH, CVVHD,
and CVVHDF. Dosage of FETROJA should be based on the effluent flow rate in patients
receiving CRRT [see Dosage and Administration (2.2) and Clinical Pharmacology (12.3)
in the full prescribing information]. While on CRRT, a patient’s residual renal function
may change. Improvements or reductions in residual renal function may warrant a
change in FETROJA dosage.
Patients with CLcr 120 mL/min or Greater
CLcr 120 mL/min or greater may be seen in seriously ill patients, who are receiving
intravenous fluid resuscitation. Dosage adjustment of FETROJA is required in patients
with CLcr 120 mL/min or greater [see Dosage and Administration (2.2) and Clinical
Pharmacology (12.3) in the full prescribing information]. Monitor renal function regularly
and adjust the dosage of FETROJA accordingly as renal function may change during the
course of therapy.
8.7 Hepatic Impairment

The incidence of adverse reactions in patients treated with FETROJA was similar in
patients under 65 years of age as compared to older patients (65 years of age and older
and 75 years of age and older). The incidence of adverse reactions in older patients
(65 years of age and older and 75 years of age and older) was also similar between
treatment groups.

The effects of hepatic impairment on the pharmacokinetics of cefiderocol have not been
evaluated. Hepatic impairment is not expected to alter the elimination of cefiderocol as
hepatic metabolism/excretion represents a minor pathway of elimination for cefiderocol.
Dosage adjustments are not necessary in patients with impaired hepatic function.

Clinical cure rates at the Test-of-Cure visit (TOC) in FETROJA-treated adult patients
younger than 65 years of age, 65 years of age to younger than 75 years of age and
75 years of age and older were 60%, 77.5%, and 60%, respectively. In comparison, the
clinical cure rates at the TOC visit in the meropenem-treated patients for each of these
subgroups were 65.5%, 64.4%, and 70.5%, respectively. The observed all-cause
mortality rates at Day 14 in the FETROJA-treated patients for each of these subgroups
were 12.3%, 7.5%, and 17.5%, respectively. In comparison, in the meropenem-treated
patients for each of these subgroups, they were 10.3%, 17.8%, and 9.1%, respectively.

Approximately 60% of cefiderocol is removed by a 3- to 4-hour hemodialysis session
[see Clinical Pharmacology (12.3) in the full prescribing information].

cUTI and HABP/VABP
FETROJA is known to be substantially excreted by the kidney, and the risk of adverse
reactions to this drug may be greater in patients with impaired renal function. Because
elderly patients are more likely to have decreased renal function, care should be taken in
dose selection, and it may be useful to monitor renal function. No dosage adjustment is
required based on age. Dosage adjustment for elderly patients should be based on renal
function [see Dosage and Administration (2.2), Use in Specific Populations (8.6), and
Clinical Pharmacology (12.3) in the full prescribing information].
8.6 Renal Impairment
Patients with CLcr 60 to 89 mL/min
No dosage adjustment of FETROJA is recommended in patients with CLcr 60 to
89 mL/min.
Patients with CLcr Less Than 60 mL/min Including Patients Receiving Intermittent HD
Dose adjustment is required in patients with CLcr less than 60 mL/min, and in patients
who are receiving HD. In patients requiring HD, complete HD at the latest possible time
before the start of cefiderocol dosing [see Dosage and Administration (2.2) and Clinical
Pharmacology (12.3) in the full prescribing information]. Monitor renal function regularly
and adjust the dosage of FETROJA accordingly as renal function may change during the
course of therapy.

10 OVERDOSAGE
There is no information on clinical signs and symptoms associated with an overdose of
FETROJA. Patients who receive doses greater than the recommended dose regimen and
have unexpected adverse reactions possibly associated with FETROJA should be
carefully observed and given supportive treatment, and discontinuation or interruption
of treatment should be considered.

Manufactured by
Shionogi & Co., Ltd.
Osaka 541-0045
Japan
Manufactured for
Shionogi Inc.
Florham Park, NJ
USA, 07932
FET-PI-02A
USFET-0247 09/20
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Lectures
Continued from page 4
sortia. “There is very much room
for personalized medicine approaches to the reconstitution of
the microbiome, but I don’t think
that’s likely where we get to anytime soon.”
Currently, his team is building
a bacterial strain bank with more
than 1,600 strains that have been
both genomically and metabolically
characterized. “We need to learn
how these bacterial strains interact with each other. It is very, very
unlikely that any single strain by
itself will be able to provide much in
the way of health benefits. They’re
going to work in teams,” Dr. Pamer
says.
But that remains a great unknown
at this point. He notes, “We don’t
exactly know how they’re working
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together. That is something we will
learn and be able to optimize.”
Future work may focus on identifying people who are susceptible
to certain diseases because of
their microbiome and augmenting their microbiomes. “There is
tremendous excitement outside of
infectious diseases where microbiome compositions have been
associated with development of
autoimmune diseases, Parkinson’s,
autism, obesity and diabetes.”

He will be discussing much of this
work in his lecture, something that
has left him “almost a little embarrassed” to receive “given the amazing work done by my colleagues
in the IDSA,” Dr. Pamer says. In
preparation for the lecture, he says
he recalled his first IDSA meeting in
New Orleans in 1986. “I remember
walking among the giants of infectious disease at the time. I feel extremely honored to be able to speak
before them.”

Stay Connected With IDWeek on Social

(Click on icons to visit IDWeek social media channels)

Think beyond inﬂuenza, RSV, and
SARS-CoV-2 with the ePlex®
Respiratory Pathogen Panel 2 (RP2) as
your frontline test for respiratory infections.
Using rapid comprehensive testing to identify the cause of
respiratory illness is more important than ever.
The ePlex RP2 Panel can help differentiate between the most
common respiratory pathogens which can improve patient
care, bed management, and stewardship initiatives.

Scan or visit
GenMarkDX.com/ePlexRP2
*This test has not been FDA cleared or approved. This test has been authorized by FDA under an EUA for use by authorized laboratories.
This test has been authorized only for the simultaneous qualitative detection and differentiation of nucleic acid from SARS-CoV-2 and multiple
respiratory viral and bacterial organisms and this test is only authorized for the duration of the declaration that circumstances exist justifying the
authorization of emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food,
Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked sooner.
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Thorny Cases
Continued from page 6
This patient had specific challenges as a transplant patient, Dr.
Kumar said. “He’s on mycophenolate, and it will affect antibody
responses. The greater the dose,
the lower your antibody will be.”
Patients may want to know
their antibody levels, and testing
has been advertised directly to
them. But “we really do not have a
correlate of protection,” Dr. Kumar said. “When we have patients
getting their antibodies checked
and they come to us asking about
the level of protection, it’s difficult
to explain that we don’t know what
that number actually means. There
are other aspects of immunity that
we have not measured. We have
not measured neutralizing antibody or T cells.”

Another case featured an
18-year-old who developed chest
pain three days after the first dose
of the Pfizer vaccine. Should he receive the second dose at the regular interval, especially given the
higher rate of myocarditis among
his age group?
Dr. Edwards said the benefits of
vaccination “would weigh heavily
at this time and with the current
rates of COVID.”
Dr. Gallagher noted that other
vaccines are available, though not
necessarily to this young man who
had one shot. “If it’s fear of this
adverse effect that’s keeping young
males from being vaccinated, we
can offer them something else.
As long as we can get someone
vaccinated one way or another, we
should give them what they want.”
Dr. Gulick noted that COVID
carries a “much higher risk of

developing myocarditis than
vaccines do.”
A third case looked at a pregnant
woman who had been exposed
to COVID-19 through two family
members. How should she be treated? Dr. Hardy noted that triaging a
pregnant patient is the same triaging
anyone else. And while this patient
had been hesitant to be vaccinated
during her pregnancy, Dr. Hardy
said, “we’re in a different place than
we were earlier. The data that is
gathering is encouraging.”
She also addressed the origins of the rumors that COVID-19
vaccines can create infertility
issues: “There was some question
whether the spike protein is similar
to a protein on the surface of the
placenta. It’s turned out that those
proteins are completely different.
But the rumor has such traction
and it’s really taken hold.”
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Today Thursday Sept 30th: Learning Lounges on manifestation of COVID-19 disease and antibiotic resistance in uUTI

Presentation Theater

Learning Lounge

“Antimicrobial Resistance: A Patient
Perspective”

“From Transmission to Viral
Replication and Response - Managing
Early COVID-19 in High-Risk Cases”

Thursday, Sept 23rd / 11am - 12pm EST

Friday, Oct 1st / 1pm - 1:45pm EST

This presentation theater will focus on the
challenges faced by patients when
encountering antimicrobial resistance. The
expert panel will review patient experience
from across infectious disease where AMR is
high; HIV, Tuberculosis and Urinary tract
infections. The panel will focus on the
scientific, clinical and policy changes needed
to support patients in advocating for better
education and understanding of AMR.

Speaker Names:

–
–

Dr. Ravina Kullar, PharmD, MPH, FIDSA
ID specialist
James Anderson, Executive Director of
Global Health IFPMA

Learning Lounge

“Antibiotic resistance (AMR) in
uncomplicated UTI in the community:
Does it exist? Does it matter?”

This learning lounge will broadly outline the
current state of the pandemic: both on a
national level and in terms of our
understanding of the disease. Dr. Griffin will
explain the early stages of COVID-19
disease and the appropriate timing of
interventions, particularly in high-risk groups.
He will discuss the impact of emerging
variants and the vaccination program on
managing COVID-19. Lastly, Dr. Griffin will
discuss emerging opportunities and
challenges in managing COVID-19.

Speaker Name:
–

Thursday, Sept 30th / 3pm - 3:45pm EST

Learning Lounge

“Manifestations of COVID-19 Disease:
From Viral Response to Immune-Driven
Disease”
Thursday, Sept 30th / 2pm - 2:45pm EST

This learning lounge will discuss current
practices in the management of severe/critical
COVID-19 in a hospital setting, highlighting
the important role of hyper inflammation in
progression to severe/critical COVID-19
disease. Dr. Nguyen will emphasize the
significance of age and co-morbidities in
progression to severe/critical COVID-19 and
discuss the developments, challenges, and
opportunities of managing COVID-19 in the
context of the vaccination programs. Finally he
will update attendees on the impact of new
SARS-CoV-2 variants on the prevalence and
management of severe COVID-19.

Over the last decade, community acquired
resistance to antimicrobials has increased
dramatically, with uncomplicated urinary
tract infections (uUTIs) being one of the
most prevalent in the community.
In this Learning Lounge Professors Keith
Kaye and Jason Pogue will review
antibiotic resistance in the community in
light of recently published data on the
outcomes relating to AMR in uUTIs. The
panel will review the impact of continuing
with empirical treatment against successful
examples of stewardship in the community.

Speaker Names:
–

–

Dr. Keith S. Kaye, MD, MPH
Professor of Infectious Diseases, MD
University of Michigan, USA
Dr. Jason Pogue, PharmD, BCPS,
BCIDP Professor Department of
Clinical Pharmacy - University of
Michigan, USA

Speaker Names:
–

–

Dr. Bryant Nguyen, MD
Head of Division of Pulmonary Critical Care,
Hyperbaric, Allergy and Sleep Medicine at
Loma Linda University Health
Dr. Patrick Taylor, MD
Medical Director USMA COVID
Therapeutics, GSK
President & CEO York Hospital, Maine

Dr. Daniel Griffin, MD, PhD, CTropMed
CTH, Chief of Division of Infectious
Disease - ProHealth

Learning Lounge

“Adolescent and adult immunizations
during and after COVID-19”
Friday, Oct 1st / 2pm - 2:45pm
This learning lounge will summarize the
challenges and opportunities related to the
suboptimal immunization rates in adolescents
and adults before and during
the COVID-19 pandemic, the impact of the
COVID-19 pandemic on the routinely
recommended vaccines uptake in these
populations, the importance of vaccines as a
key public health intervention to help achieve
healthy ageing and a quick review of the
strategies required to increase confidence in
vaccines.

Speaker Names:

–

Iriny Salib, Pharm D; Leah Smith,
PharmD, BCPS, BCGP; Luis Romano,
MD; Sara Poston, PharmD; Scott
Preiss, PhD; Tiffany Mond, PharmD

–

Speakers are part of GSK Medical Affairs
Team

Have you missed one of our Affiliated Programs sessions? They are available on demand!
©2021 GSK group of companies or its licensor. All events are intended for HCPs, to support disease state education. Sponsored by GSK.
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Surveillance
Continued from page 1
break in the winter had actually
caused a lot of the transmissions
that we saw in the early part of the
pandemic.”
That knowledge led to change
in the country’s border policy.
Surveillance also allowed insight
into variants. One variant was initially thought to be more transmissible. But the transmission actually
was related to the behavior of
those who had returned from holiday, Dr. Breuer explained: “People
who were accustomed to going
out to restaurants and bars continued that behavior once home. It
was different than those who had
been left behind,” she said.
The lesson was that “you have
to stop the traveling, and not just
for the possibility of bringing back

a new variant but because of the
behavior differences.”
Dr. Breuer focused on winning
strategies, including the development of a global, unified language
to identify variants of concern and
variants of interest.
Fiona Havers, MD, MHS, medical officer at the Centers for
Disease Control and Prevention,
discussed the “enormous amount
of data” collected since the start
of the pandemic. A recent PubMed
search revealed 170,000 published
articles, she said. With 40 million
cases confirmed in the United
States — and more than 650,000
deaths — the question became
how much data to collect.
“There are the demands on our
partners,” Dr. Havers said. “Many
of the people doing the surveillance on the ground are dealing
with staffing shortages and major
burnout at all levels.”

The Vaccine Handbook: A Practical Guide for
Clinicians app now available for iOS and Android
Download the app and join the more than
19,000 registered users who have enhanced
vaccine knowledge right at their fingertips.
Updated with new content on vaccines to prevent COVID-19, the app features up-to-date
information on the science of in vivo expressed
subunit vaccines, emergency use authorization for vaccines,
and maintaining routine immunizations during the pandemic.
The Vaccine Handbook App is one part of the Comprehensive
Vaccine Education Program – From Training to Practice, an interactive online PIDS learning curriculum designed to enhance
vaccine knowledge, facilitate communication with patients
and families, and help
combat vaccine misinformation and address
vaccine hesitancy.
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“Maybe we should be
contemplating, in addition
to our models, what kinds
of data do we need to
bring to bear?”
— Samuel Scarpino, PhD

In the earliest days of the pandemic, there were clinical chart
reviews and a 10-page case report
form to fill out. By September, with
200,000 cases, Dr. Havers said, “it
was untenable and unnecessary to
collect this information in all cases.
It was too much.”
Samuel Scarpino, PhD, managing director of pandemic response
for The Rockefeller Institute,
discussed how data can help with
pandemic preparedness.
“It’s helpful to ground the discussion in a relatively simple question, although everyone understands how difficult this is: Where
will the next pandemic emerge?”
He noted how using data to
anticipate the next round of bird
flu would have been inadequate
if focused solely on locations of
large bird populations. Since the
flu needs a swine element to transmit to humans, a clearer data point
would include pig population density. He added, “Maybe we should
be contemplating, in addition to
our models, what kinds of data do
we need to bring to bear?”
He called for investments in “a
nimble, comprehensive system.”
The National Oceanic and Atmospheric Administration spends $4
billion per year on surveillance for
forecasting models for hurricanes
and severe weather — a figure that
outpaces what is spent on surveillance for diseases. “This is going
to require a coordinated, collaborative effort,” he said.

There’s always a way to make life better

CIED infection rate has grown by
320% in 10 years1,2
Device infection occurrence is significant and increasing,
showing no sign of slowing down.1,2 Greater than 65% of
patients may be undertreated and at risk for recurring
infection, endocarditis or death.3-5
Watch video to learn more ›

1. Voigt, Andrew, et al. Rising Rates of Cardiac Rhythm Management Device Infections in the United
States: 1996 through 2003. JACC Vol. 48, No. 3, 2006: 590-1.
2. Voigt, Andrew, et al. Continued Rise in Rates of Cardiovascular Implantable Electronic Device
Infections in the United States: Temporal Trends and Causative Insights. PACE Vol. 33, No. 4, 2010: 414-9.
3. Sohail, M. Rizwan, et al. “Incidence, Treatment Intensity, and Incremental Annual Expenditures for
Patients Experiencing a Cardiac Implantable Electronic Device Infection.” Circulation: Arrhythmia and
Electrophysiology 9.8 (2016): e003929.
4. Philips. (2020b). CIED Infection Treatment Inadequate Adherence to Guidelines. Data on File.
5. Dai, M., et al. Trends of Cardiovascular Implantable Electronic Device Infection in 3 Decades: A
Population-Based Study. JACC Clin Electrophysiol, 5(9), 1071-1080 (2019).
©2021 Koninklijke Philips N.V. All rights reserved. Approved for external distribution. D061171-00 092021
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IDSA Thanks Its 2021 Outgoing Volunteer Leaders

I

DSA’s work as a society is led by
a diverse group of expert volunteers, sharing their time and
knowledge to advance the field of
infectious diseases. IDSA would
like to thank all of its committee
chairs who are completing their
terms of service in 2021 for their
work and dedication during such a
challenging time.
Bill Powderly, MD, FIDSA
Chair, Leadership Development
Committee
2019-2021
Joe Cervia, MD, MBA, FACP,
FAAP, FIDSA, FPIDS
Chair, Investment Committee
2019-2021
David Classen, MD, MS
Chair, Quality Improvement
Committee
2018-2021

Mary Hayden, MD, FIDSA, FSHEA
Chair, Diagnostics Committee
2019-2021

Vance Fowler, MD, MHS, FIDSA
Chair, Antimicrobial Resistance
Committee
2018-2021

Andrej Spec, MD, MSCI
Chair, Digital Strategy Advisory
Group
2019-2021

Daniel P. McQuillen, MD, FIDSA
Chair, Society Awards Committee
2020-2021

Susan Casey Bleasdale, MD,
FIDSA, FACP
Chair, Clinical Affairs Committee
2018-2021

Brian S. Schwartz, MD, FIDSA
Chair, Medical Education
Community of Practice
2018 – 2021

Erin Bonura, MD, MCR
Chair, Education Committee
2019-2021

Victoria Jane Lopez Konold, MD
Chair, Fellows Subcommittee
2020-2021

Michael Melia, MD
Chair, ID Training Program
Directors’ Committee
2019-2021

Josh Nosanchuk, MD, FIDSA
Chair, IDWeek Program Committee
2020-2021

Vera Luther, MD, FIDSA
Chair, Antimicrobial Stewardship
Curriculum Work Group
2016-2021

Judith Wasserheit, MD, FIDSA
Chair, Global Health Committee
2019-2021

Subscribe and Listen to IDWeek
Partner Society Podcasts
• IDSA hosts regular podcasts dissecting all
aspects of infectious diseases practice and careers,
from timely discussions on the latest COVID-19 developments to building and sustaining the ID workforce.
• Recent SHEA podcasts include a multipart
series on “Stewardship: Practical Approaches and
Applications” as well as a look at managing misinformation in the age of social media.
• SIDP’s Breakpoints podcast discusses current
literature, shares information from ID meetings and
advocates for optimal patient care and antimicrobial stewardship.
• The PIDS Podcast is an information hub featuring discussions
with experts on clinical guidelines, treatment recommendations,
diagnostics and more.

April 4, 2022 is the
Deadline to Claim up to:
• 225.5 AMA PRA
Category 1 Credits™
• 200.25 MOC points
• 129.75 CPE credits
www.idweek.org/login

IDWeek Daily News

Thursday, September 30, 2021 • 25

A Special Thank You to the
IDWeek Supporters
CANARY DIAMOND
Gilead Sciences, Inc.

DIAMOND
Pfizer, Inc.

GOLD

BioFire Diagnostics
ViiV Healthcare

SILVER

Merck & Co., Inc.
Novartis Pharma AG

BRONZE

Acurx Pharmaceuticals
Cepheid
Healix Infusion Therapy
Melinta Therapeutics
Siemens Medical Solutions USA, Inc.
Shionogi Inc.
Sobi, Inc.
Sobi, Inc., Medical Affairs

Supported by an educational grant from Astellas
Supported by an educational grant from AstraZeneca
Supported by an educational grant from GlaxoSmithKline
Supported by an educational grant from Insmed Incorporated
Supported by an educational grant from Janssen Therapeutics,
Division of Janssen Products, LP
Support received as of Sept. 20, 2021
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IDWeek Affiliated Events Schedule
Visit the Affiliated Events and Affiliated
Sessions – CME events of the IDWeek virtual
platform to view additional programming.

Thursday, September 30
2:00 P.M. ET
Beyond the Data: Connecting Patient Perspectives on Once-Monthly HIV Treatment With Clinical
Insights
Learning Lounge presented by ViiV
From Viral Response to Immune-Driven Disease
— A COVID-19 Hospitalized Patient Case
Learning Lounge supported by GSK
Looking Ahead: Considerations Today That May
Impact a Patient’s Long-Term Health
Learning Lounge supported by Gilead Sciences, Inc.
Treatment Challenges of Skin Infections and the
Role of Single-Dose KIMYRSA™ (Oritavancin)
Learning Lounge supported by Melinta Therapeutics
3:00 P.M. ET
Antimicrobial Resistance in Community-Acquired
Uncomplicated Urinary Tract Infection: Does It
Exist? Does It Matter?
Learning Lounge supported by GSK
Managing Heavily Treatment Experienced Patients: Case Study With Drug-Drug Interactions
Learning Lounge presented by ViiV
Multidisciplinary Perspectives on a Treatment
Approach for COVID-19
Learning Lounge supported by Gilead Sciences, Inc.

Friday, October 1
8:00 A.M. ET
COVID-19: Virus and Variants
Learning Lounge supported by Adagio Therapeutics
Fetroja (Cefiderocol): A Unique Siderophore Cephalosporin for the Treatment of Difficult-to-Treat Infections Due to Susceptible Gram-Negative Pathogens
Learning Lounge sponsored by Shionogi

Help Protect Your Patients With a Pneumococcal
Conjugate Vaccine
Learning Lounge supported by Pfizer
RSV Disease in All Infants: A Pediatric Conversation
Learning Lounge supported by Sanofi Pasteur
1:00 P.M. ET
Considering an Innovative Approach for
Virologically Suppressed Adults
Learning Lounge presented by ViiV
Efficacy and Safety Data — 192 Week Update
Learning Lounge supported by Gilead Sciences, Inc.
From Transmission to Viral Replication and Response
— Managing Early COVID-19 in High-Risk Cases
Learning Lounge supported by GSK
Key Insights on RSV and Other Respiratory
Viruses Beyond COVID-19 in the
Immunocompromised Host: An Expert Discussion
Learning Lounge supported by ADMA Biologics
2:00 P.M. ET
Addressing HIV Prevention for Your Appropriate
Patients
Learning Lounge supported by Gilead Sciences, Inc.
Adolescent and Adult Immunizations During and
After the COVID-19 Pandemic
Learning Lounge supported by GSK
Considerations for Implementing Long-Acting HIV
Treatment in Your Practice
Learning Lounge presented by ViiV
Perspectives on the Pathogenesis of Recurrent
Clostridioides difficle Infection: Insights into
Microbiome Science
Learning Lounge supported by Seres Therapeutics

Saturday, October 2
11:30 A.M. ET
Harnessing the Power of Microbial Cell-Free DNA
in Plasma: Diagnosing Critical Infections With the
Karius Test at a Tertiary Care Center
Learning Lounge supported by Karius
Continued on page 27
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Continued from page 26
Long-Acting Antiretrovirals for TreatmentExperienced People with HIV
Learning Lounge supported by Thearatechnologies
The Power of the Microbiome — Can It Be Unlocked to Break the Cycle of Recurrent Clostridioides difficile Infection?
Learning Lounge supported by Ferring
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It Doesn’t End at Discharge: Sequelae After
Surviving Meningococcal Disease — Experiences
from a Survivor and the People Who Care for Him
Learning Lounge supported by Sanofi Pasteur
Post-Transplant Cytomegalovirus Infection
Learning Lounge supported by Takeda
ZEMDRI® (Plazomicin) Injection: A 2021 Update
Learning Lounge supported by Cipla

Turning Large-Scale Immune Repertoire Data Into
Actionable Insights: Lessons From COVID-19,
Lyme and Other Infectious Diseases
Learning Lounge supported by Adaptive Biotechnologies
12:30 P.M. ET
Continual Improvement of Vancomycin AUC
Dosing: Why (and How) to Identify the Most
Predictive Model for Your Organization
Learning Lounge supported by InsightRX

Click Here
to Register!
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COVID Impact
Continued from page 2
conditions saw risks increase
even more. However, underlying
medical conditions did not drive
an increase in breakthrough infections in those ages 40-64, she
said.
A breakthrough infection did
not raise risks of developing long
COVID, particularly if the person had been vaccinated. “The
risk of breakthrough was 0.02%,
and the odds of developing long
COVID were 50% less if you had
been vaccinated and developed
a breakthrough infection,” Dr.
Gounder said.
Hana Akselrod, MD, MPH,
assistant professor and COVID-19
lead at George Washington University, delved more deeply into
the issue of long COVID, or postacute sequelae of COVID-19.
Long COVID is identified as a
new, returning or ongoing health
problem experienced four or more
weeks after initial diagnosis of
COVID-19. A year ago, 10-30%
of those with COVID-19 reported
these symptoms.
The range of potential ailments is lengthy: respiratory,
heart, neurologic and cognitive
challenges and exacerbations
of prior disorders formerly under
control. Women with pre-existing
conditions, those ages 40-54 and
patients who are Black are more
likely to experience long COVID
symptoms, Dr. Akselrod said.
There are many questions that
remain about long COVID, including the mechanisms of pathogenesis and how they might be
reduced or mitigated. Dr. Akselrod
also discussed George Washington University’s COVID-19 Recovery Clinic, which connected multi-

ple disciplines to treat the myriad
health issues that those with long
COVID encountered.
“There is no single treatment
or pill for long COVID, but the
vaccine can help. About half the
patients reported some subjective
improvement after vaccination,”
she said.
Joshua Sharfstein, MD, professor of the practice in health policy
and management at Johns Hopkins Bloomberg School of Public
Health, explored whether the pandemic might change health care.
He looked at previous crises
and their impact. The 1937 elixir
sulfanilamide incident, in which
100 people died using a bad drug,
drove the previously stalled Food,
Drug and Cosmetic Act of 1938
to enactment. “People trusted the
FDA for having saved lives,” he
said.
He also cited thalidomide, a
drug sold widely in Europe which
led to thousands of children born
with severe birth defects. The
drug was only available through
experimental use in the United
States, thanks primarily to an FDA
reviewer who resisted pressures
to approve the medicine. As with
the previous crisis, the event “led
to a tremendous swell of support
for the FDA,” Dr. Sharfstein said.
It also led to the 1962 amendments to the Food, Drug and
Cosmetic Act.
But crises handled poorly can
have the opposite effect, even for
decades. A 1976 case of swine flu
that led to the death of a soldier
at Fort Dix in New Jersey set
off government action in fear a
pandemic. President Gerald Ford
promised to vaccinate “every
man, woman and child.” Photos
were taken of the president being
vaccinated, one of tens of millions
who were.
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“Fundamentally, crises make
the impossible possible.”
— Joshua Sharfstein, MD

The campaign continued,
though there was not another
case, and it triggered a number of
cases of Guillain-Barré syndrome.
“It was a seminal event in terms of
vaccine hesitancy,” Dr. Sharfstein
said. “A failed crisis response can
cast a long shadow.”
While the outcome of this
crisis and potential impact on
legislative action is uncertain at
this point, Dr. Sharfstein has a
list of things he believes should
change. “One of the most stunning sets of statistics is the
tremendous risk for COVID-19
on infection, hospitalization and
death based on race. We are
underfunding public health at our
own peril,” he said.
He has reasons to be pessimistic about the possibility for
change: “While I would like to say
that crises do motivate change,
it’s not true. People urgently want
to go back to normal. This is a
general response to crisis. The
desire to make changes competes with the desire to go back
to normal. They don’t want to
think about all the things that
need to be fixed.”
But there are reasons for hope,
too. Dr. Sharfstein said, “Fundamentally, crises make the impossible possible. There will be
moments when we can focus on
what went wrong, what went right
and what needs to happen to protect the country. There may be a
confluence of factors that allows
for significant changes. There is
reason to believe this isn’t totally
pie in the sky.”
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Virtual Expo Opens Today
Close to 80 exhibitors have
partnered with IDWeek to connect
with attendees and share their
resources, products and services
in our virtual exhibit halls.
Virtual booth personnel will be
available to answer questions
live during “blitz hours” on Thursday, Sept. 30, 1:45-3:45 p.m. ET;

Friday, Oct. 1, 12:45-2:45 p.m. ET;
and Saturday, Oct. 2, 11:15 a.m. –
1:15 p.m. ET.
Earn double the points toward the IDWeek prizes by visiting exhibits during these hours.
Complete your visit by clicking the
Complete button at the bottom of
the virtual booth to earn points.

Visit exhibits any time to leave a
message and review featured videos, documents and links. Exhibits
will remain available through Dec.
31 for all attendees and through
March 31, 2022 for attendees
purchasing extended conference
access.

IDWeek Celebrates and Thanks Our 77 Exhibiting Partners!
AbbVie Pharmaceuticals
Accelerate Diagnostics, Inc
Acurx Pharmaceuticals
Adagio Therapeutics
Adaptive Biotechnologies
ADMA Biologics
Agency for Healthcare Research and Quality
Association of Medical Microbiology and Infectious
Disease (AMMI) Canada
Astellas Pharma US
AstraZeneca
Bio-K Plus USA
BioFire Diagnostics, LLC
bioMérieux, Inc.
Cambridge University Press
Cipla Therapeutics, a division of Cipla USA, Inc.
Clear Labs
DiaSorin Molecular
EBSCO
Eurofins Viracor
Ferring Pharmaceuticals Inc.
GenMark Diagnostics
Gilead Sciences, Inc.
GSK
GSK Medical
Hardy Diagnostics
Healix, LLC
HIV Medicine Association (HIVMA)
Horizon Therapeutics
ID/HIV Career Center
IDbyDNA
IDSA
Immunexpress Inc
Infectious Disease Connect
Infectious Diseases Sociey of America Foundation
InsightRX
Insmed Incorporated
Janssen Therapeutics
Kaleido Biosciences
Karius

Kurin, Inc
Luminex Corporation
Mayne Pharma
Med Learning Group
Melinta Therapeutics, LLC
MeMed
Merck
Moderna, Inc
NEJM Group
Novartis Pharma AG
Novavax
Option Care Health
Oxford University Press
Pediatric Infectious Diseases Society
Pfizer
Qvella Corporation
Regeneron Pharmaceuticals, Inc.
Rigel Pharmaceuticals, Inc.
Sanford Guide
Sanofi Pasteur Commercial Products
Sanofi Pasteur Educational Information
Seres Therapeutics, Inc.
Shionogi
Shionogi Inc.
Sobi, Inc., Medical Affairs
Sobi, Inc., North America
Society of Infectious Diseases Pharmacists
T2 Biosystems
Takeda
The Society for Healthcare Epidemiology of America
(SHEA)
Thermo Fisher Scientific
Twist Bioscience
UT Health San Antonio South Central AETC
Valneva
VBI Vaccines Inc.
ViiV Healthcare
Vyera Pharmaceuticals
Wolters Kluwer
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2021 IDWeek Virtual Career Fair Offers the
Year’s Best Networking Opportunity

S

eize your chance to network with potential
employers at the IDWeek Virtual Career Fair.
Join us online on Oct. 14 from 5-8 p.m. ET
to meet with private practice employers, group
practices, hospitals, health systems and other
recruiters from around the U.S. in a low-pressure
online environment. This event is free for job seekers to attend.
During the virtual career fair, you can view employer profiles and browse general infectious diseases,
HIV medicine and subspeciality positions. A live chat
feature will allow you to privately interact with em-

ployers on either desktop or mobile devices.
If you’re about to complete your training, or just
seeking a new opportunity, you’ll want to be part
of the IDWeek Virtual Career Fair. Register today.
Can’t attend on the live date? You can still
search for and apply to job openings through
IDWeek partner societies’ career centers. Access
all of them in one easy place through the IDWeek
Careers page.
Looking to recruit top talent? Employers can
learn more and participate. Review the packages
available.
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COVID-19: Accurate Detection and Genomic
Profiling of Pathogens with Precision
Metagenomics Can Improve Clinical Outcomes
The COVID-19 pandemic has
highlighted the need for accurate
and comprehensive pathogen detection with genomic characterization.
Variants may differ in pathogenicity,
response to treatment, and vaccine
effectiveness. Co-infections or secondary infections are often difficult to
diagnose with standard-of-care (SOC)
tests but are known to affect disease
severity and can be fatal.1) In addition,
increasing prevalence of antimicrobial
resistance (AMR) highlights the need
for more effective detection and surveillance tools.
Precision Metagenomics identifies
pathogens with excellent analytical
sensitivity and concomitantly profiles
AMR markers, providing results in
all within a 24-hour turnaround time.
Fastidious and slow-growing patho-

gens are all included in the detection
capabilities, providing an alternative to
SOC tests.
The Potential of Precision
Metagenomics
Examined in a research setting, the
following case highlights the potential
impact of Precision Metagenomics: A 81-year-old male presented
with weakness of unknown etiology
(initially SARS-CoV-2 PCR-negative).
He worsened with evidence of nosocomial infection with SARS-CoV-2. An
endotracheal aspirate (ETA) collected
upon transfer to the medical ICU revealed “normal respiratory flora.”
Retrospective analysis of the same
ETA specimen with Precision Metagenomics resulted in the detection of
SARS-CoV-2, Staphylococcus aureus

(mecA not detected), and Enterococcus faecalis (vanA detected). The
patient subsequently developed methicillin-susceptible S. aureus (MSSA)
and vancomycin-resistant enterococcus (VRE) bacteremia. A subsequent
SOC test of an ETA revealed only the
presence of yeast. When analyzed
with Precision Metagenomics, Candida auris was identified, which can
be multi-drug resistant, cause candidemia and has high mortality rates.
Unfortunately, this patient successively developed candidemia with Candida auris and expired. www.idbydna.
com/idweek2021
References: 1) Musuuza JS et al. Prevalence and outcomes of co-infection and
superinfection with SARS-CoV-2 and other
pathogens: a systemic review and meta-analysis. PLoS ONE. 2021: 16(4): 1-23.
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Groundbreaking Immunotechnology, One Connection at a Time
Respiratory viral infections (RVIs)
are among the top five most common types of infection in patients
with immunodeficiency (primary [PI]
and secondary) and pose a substantial clinical burden.1 The majority of
RVIs precede bacterial infections
or present as co-infections.2 The
risk is related to the severity of the
immunodeficiency,3 where 89% of
HSCT recipients experience ≥1 RVI3
and 61% of lung transplant patients
experience ≥1 RVI.4
PI patients are more vulnerable to
infections and more likely to suffer
complications from these infections.1 As patients with PI lack a
properly functioning immune system, they typically receive monthly,
outpatient infusions of IVIG therapy.1
Without exogenous antibody immune support, these patients would

be susceptible to a wide variety of
infectious diseases.
ADMA Biologics is an end-to-end
commercial biopharmaceutical company committed to manufacturing,
marketing and developing specialty
plasma-derived products for the
prevention and treatment of infectious
diseases in the immune compromised
and other patients at risk for infection.
Our devotion to these underserved
populations fuels us, and our handson approach to production and development sets us apart.
ADMA currently manufactures
and markets three United States
Food and Drug Administration (FDA)
approved plasma-derived biologics for the treatment of immune
deficiencies and the prevention of
certain infectious diseases:
• ASCENIV™ (immune globu-

lin intravenous, human – slra 10%
liquid) for the treatment of primary
humoral immunodeficiency (PI);
• BIVIGAM® (immune globulin intravenous, human) for the treatment
of PI; and
• NABI-HB® (hepatitis B immune
globulin, human) to provide enhanced immunity against the hepatitis B virus.
Visit our virtual exhibit space to
learn more about managing patients
at risk for infection and to chat with
us live!
Learn more at www.admabiologics.com.
References: 1. Jesenak M, et al. Front
Pediatr. 2014;25(2):77. 2. Wiegers HMG,
et al. BMC Infect Dis. 2019;19(1):938. 3.
Piñana JL, et al. Biol Blood Marrow Transplant. 2018;24(3):563-570. 4. Bridevaux
PO, et al. Thorax. 2014;69(1):32-38.

Prepare for the Unexpected with the ePlex RP2 Panel
The upcoming winter respiratory
season will be unlike any in recent
history. Predicting what may happen
during the flu season has always been
more of an art than a science, despite
our best efforts at modeling based
on southern hemisphere trends and
vaccination efficacy. As we approach
the upcoming respiratory season,
social distancing and other preventive
measures make it harder than ever to
estimate the severity of infections this
year.
The relaxing of COVID-19 mandates likely contributed to respiratory
viruses making a comeback. Increasing detection of RSV, parainfluenza
and seasonal coronaviruses was seen
in the summer months, when these

viruses historically circulate at higher
levels in the winter. The start of the
school year may further drive increasing rates of respiratory viruses.
While influenza infections were almost nonexistent during the pandemic, some prediction models suggest
surges in influenza and other viruses
this year due to lack of exposure while
COVID safeguards were in place. This
may result in reduced immunity to the
flu, making more people susceptible
to severe illness during the upcoming
respiratory season.
Comprehensive respiratory testing for the most common respiratory
pathogens is more important than
ever. With many viruses circulating
in atypical seasonal patterns and the

SARS-CoV-2 Delta variant continuing
to drive COVID-19 infections, being
able to quickly identify exactly what
is making your patient sick is critical.
Due to overlapping symptoms, it is
difficult if not impossible to tell what
is causing illness based on symptoms
alone. Using the ePlex RP2 Panel
to differentiate influenza and SARSCoV-2 from parainfluenza or rhinovirus, enables clinicians to optimize
treatment for each patient and also
determine which patients require
admission or isolation, and which
patients can be safely managed in
their own home. For more information
on how the ePlex RP2 Panel can help
you prepare for the respiratory season, visit GenMarkDX.com.
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Learn More about CIC® Certification from CBIC®
The Certification Board of Infection
Control and Epidemiology, Inc. (CBIC®)
is a voluntary autonomous multidisciplinary board that provides direction
for and administers the certification
process for professionals in infection
control and applied epidemiology. The
mission of CBIC is to provide pathways to assess and maintain infection
prevention competency. CBIC is independent and separate from any other
infection control-related organization
or association, but does collaborate
with three partner organizations (APIC,
IPAC, and IFIC) to help promote the
importance of being certified in infection prevention and control (CIC®).
The purpose of the CIC® certifica-

tion process is to protect the public by
providing standardized measurement
of essential knowledge needed for
persons practicing infection control
This encourages individual growth
and study, thereby promoting professionalism among infection prevention
and control professionals and formally
recognizing experienced professionals
in infection prevention and control.
The National Commission for Certifying Agencies (NCCA) accredits CBIC’s
CIC® examination, which signifies that
CBIC has met the highest national
voluntary standards for private certification. Applications reopen for the
examination in January 2022.
The a-IPC (Associate – Infection

Prevention and Control) entry-level
certification examination is a measure
of basic infection prevention competency. The a-IPC™ is the perfect
stepping-stone to prove a candidate’s
foundational knowledge, interest and
dedication to the infection prevention
and control field, and provide the candidate with the confidence to launch a career in infection prevention and control.
It is the ideal opportunity for those who
do not meet the eligibility requirements
of the CIC® exam as there are no prerequisites to apply for the a-IPC™.
Join the 8,600+ CICs and a-IPCs
making a positive impact in the field.
For more information on becoming
certified visit www.cbic.org.

What Is CIED Infection?
Cardiac implantable electronic
device (CIED) infection is when an
infection, either in the pocket or in
the blood stream, has attached to the
device or leads. A pocket infection
begins either in the pocket (location
on the chest where the generator is
implanted) or in the blood stream and
then attaches to the leads and can
occur when the device is implanted or
any time thereafter. Local symptoms
of pocket infections are obvious indicators of a problem and may include
redness of the skin, pain or tenderness, swelling or warmth, drainage,

skin ulceration, and generator or lead
erosion.1 A systemic infection may
first develop elsewhere in the body—
from a cut or wound that becomes
infected and enters the bloodstream,
eventually working its way to infect
the leads. Systemic infections may be
difficult to diagnose as 41% of device
infections are not visible from the
pocket and have a source other than
the device.2 With over 31,000 patients
affected in the US each year3, early
identification of CIED infection is critical to address this healthcare need.
Visit philips.com/deviceinfection

to learn more about different types of
CIED infection.

is approved in the U.S. and the European Union. Dynavax is also advancing CpG 1018 adjuvant as a premier
vaccine adjuvant through research
collaborations and partnerships.
Current collaborations are focused on

adjuvanted vaccines for COVID-19,
pertussis and universal influenza.
For more information, visit www.
dynavax.com and follow the company on LinkedIn. For more information
about HEPLISAV-B, visit heplisavb.com.

1. Margey, R. et al. Contemporary management of and outcomes from cardiac
device related infections. Europace (2010)
12 (1): 64-70 first published online November 11, 2009 doi:10.1093/ europace/
eup362.
2. Voigt, Andrew, et al. Continued Rise
in Rates of Cardiovascular Implantable
Electronic Device Infections in the United
States: Temporal Trends and Causative
Insights. PACE Vol. 33, No. 4, 2010: 414-9.
3. Philips. (2020b). CIED Infection Treatment Inadequate Adherence to Guidelines.
Data on File.

About Dynavax
Dynavax is a commercial stage biopharmaceutical company developing
and commercializing novel vaccines.
The Company’s first commercial
product, HEPLISAV-B® [Hepatitis B
Vaccine (Recombinant), Adjuvanted],

IDWeek Daily News

Thursday, September 30, 2021 • 33

INDUSTRY NEWS
Industry News features press releases submitted by IDWeek Daily News advertisers. Industry news
content does not reflect the official positions or views of IDWeek or its partner organizations, or imply the
organizations’ endorsement, promotion of or agreement with a particular article or viewpoint.

BioFire Pneumonia Panel
Join Tufik R. Assad (MD, MSCI)
for an IDWeek Presentation Theater titled “The Clinical Utility of the
BioFire® FilmArray® Pneumonia (PN)
Panel and Procalcitonin to Aid in
Pneumonia Diagnosis.” Dr. Assad
will discuss how the BioFire Pneumonia Panel has aided in the rapid
identification of a causative pathogen in several cases of pneumonia.
The presentation took place on
Thursday, September 23, and is now
available on-demand.
In about an hour, the BioFire
Pneumonia Panel can detect 33
clinically relevant targets, including
the most common causes of pneumonia and associated antimicrobial resistance genes. The BioFire

Pneumonia Panel can test sputum
samples (including endotracheal
aspirate) and bronchoalveolar lavage samples (including mini-BAL).
The panel provides semi-quantitative results for 15 bacteria, which
may help determine whether an
organism is a colonizer or possibly something more serious. The
BioFire Pneumonia Panel has the
potential to significantly improve
time to result and allow treating
physicians to put patients on the
right therapy quickly.
BioFire Diagnostics offers syndromic infectious disease diagnostic solutions with several assay-specific reagent panels. Each
panel provides the ability to detect

and identify a broad grouping of
probable pathogens in a single,
rapid PCR-based test. The syndromic approach provides fast and
accurate diagnostic results, maximizing the chances of finding out
what’s making a patient sick and
helping physicians quickly provide
appropriate treatment. BioFire
currently offers diagnostic panels
that tackle five infectious disease
syndromes: respiratory infections,
gastrointestinal infections, blood
stream infections, meningitis/encephalitis, and pneumonia.
To learn more about BioFire’s
rapid diagnostic solutions for pneumonia and other clinical syndromes,
visit biofiredx.com.

It’s Time to Address Treatment Challenges in
cUTI and Evolve the Treatment Approach
The growing challenges of a limited number of oral treatment options
for complicated urinary tract infection (cUTI) and acute pyelonephritis
(AP) due to antibiotic resistance
place undue burden on both patients and the healthcare system, in
terms of recurrent infections, hospitalizations, and cost.1,2
Despite the reduction in the severity of UTI patients, there has been
an increase in hospitalizations.2 A
study of hospital admissions across
250 US hospitals (2013-2018) found
that 1 in 5 patients admitted with
a cUTI were low acuity, suggesting potentially avoidable hospitalization.3 The increasing rates of
resistance amongst uropathogens
and rise in hospitalization for UTI

suggest that alternative oral options
may be necessary for certain patients to enhance the ability to treat
effectively and safely in the community.2
Are current oral options for cUTI
keeping up with rising resistance?
With roughly 1 in 8 cUTI patients
infected with a pathogen resistant to
at least 3 orally available antibiotic
classes, including fluoroquinolones,
trimethoprim/sulfamethoxazole, and
third-generation cephalosporins,
treating cUTI is increasingly challenging.4
Antibiotic resistance is a leading
concern when it comes to managing cUTI in an outpatient setting.5
Spero Therapeutics is committed to
evolving cUTI management through

the identification, development, and
commercialization of novel treatments for gram-negative pathogens
to address the most urgent unmet
needs of patients while aligning with
key antibiotic stewardship principles. Find out more at sperotherapeutics.com.
Explore how the current cUTI
treatment gap burdens certain
patients and clinicians at cUTIevolution.com.
References
1. Carreno J, et al. Open Forum Infect
Dis. 2019. 2. Simmering J, et al. Open
Forum Infec Dis. 2017. 3. Lodise T, et
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