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Abstract: Objectives: The aim of this work was to perform a systematic review
assessing the pharmacokinetic/pharmacodynamic (PK/PD) properties of dalba-
vancin and the clinical use for in-label and off-label indications in pediatric pa-
tients. Methods: Two authors independently searched the PubMed-MEDLINE and
Scopus databases and clinicaltrials.gov up to 20 November 2024, to retrieve ran-
domized controlled trials (RCTs), observational studies, PK studies, and case se-
ries/reports assessing dalbavancin PK/PD properties or the clinical use for both
in-label and off-label indications in pediatric patients. Data were independently
extracted by the two authors, and the quality of the included studies was inde-
pendently assessed by means of specific tools according to study design. Clinical
success was selected as the primary outcome. Descriptive statistics were used for
summarizing the retrieved data. Subgroup analysis according to PK/PD data, as
well as in-label and off-label indications, was performed. Results: After screening
206 articles, nine studies were included in the systematic review (one RCT, three PK
studies, and five case series/reports; n = 267). Dalbavancin exposure was 30% lower
in pediatric patients compared to adults. In acute bacterial skin and skin structure
infections (ABSSSIs), the overall clinical success of dalbavancin was 96.1-97.3% and
92.9% in RCT and case series, respectively. Bone and joint infections (60.7%) and
central-line-associated bloodstream infections (14.3%) represented the most common
dalbavancin off-label indications in pediatric patients. Overall, the clinical success
for off-label indications was 92.9%. The rate of adverse events ranged from 7.1% to
10.7%. Conclusions: Our systematic review summarized evidence concerning the
PK/PD properties of dalbavancin and its use for in-label or off-label indications in
pediatric patients. The available findings suggest that dalbavancin may be a valuable
alternative for the management of ABSSSIs and/or off-label indications in pediatric
patients according to efficacy and safety data, allowing for a potential minimized
duration of hospital stay.

Keywords: dalbavancin; pediatric patients; acute bacterial skin and skin structure infections;
bone and joint infections; central line-associated bloodstream infections; pharmacokinetic/
pharmacodynamic
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1. Introduction
Dalbavancin is a novel long-acting lipoglycopeptide characterized by its long

elimination half-life, good tissue penetration in different sites (including skin, bone,
and epithelial lining fluid), excellent activity against Gram-positive pathogens (in-
cluding resistant strains such as methicillin-resistant Staphylococcus aureus [MRSA]
with MIC50 and MIC90 values of 0.03 and 0.06 mg/L, respectively), and its good
anti-biofilm activity [1–3]. Dalbavancin exhibits concentration-dependent activity,
and the ratio between the free area under the time-to-concentration curve and the
minimum inhibitory concentration (f AUC24/MIC) was established as the best phar-
macodynamic (PD) predictor of clinical success, granting an f AUC24/MIC > 111.1 a
2-log kill activity against Staphylococcus aureus [1]. Thanks to these properties, dal-
bavancin possesses long-term efficacy despite the simplified weekly administration
regimens, allowing for a reduction in unnecessary daily in-hospital intravenous an-
tibiotic regimens in the management of suspected and/or documented Gram-positive
infections [4,5].

Dalbavancin was firstly approved by the Food and Drug Administration (FDA)
and by the European Medicines Agency (EMA) in 2014 and 2015, respectively, for the
management of acute bacterial skin and skin structure infections (ABSSSIs) in adult
patients at the dosing regimen of 1500 mg administered as either a single infusion of
1500 mg or as 1000 mg followed one week later by 500 mg. Subsequently, in 2021 and
2022, the FDA and EMA, respectively, extended the indication for dalbavancin use to
pediatric patients aged at least 3 months according to the results of phase I studies and
preliminary findings retrieved in a phase III pivotal trial [6–8].

Although the use of dalbavancin for in- and off-label indications has been well
characterized in recent years [4,9–12], evidence for the use of this agent in pediatric
patients remains limited, still representing an unmet clinical need [13]. Furthermore,
its well-recognized pharmacokinetic/pharmacodynamic (PK/PD) profile makes dal-
bavancin a promising alternative for the management of ABSSSIs, bone and joint
infections, and/or other off-label indications in pediatric scenarios.

The aim of this study was to perform a systematic review assessing the PK/PD
properties of dalbavancin and the clinical use for in-label and off-label indications in
pediatric patients.

2. Results
2.1. Literature Search

A total of 206 potential studies were retrieved, of which 191 were excluded after
initial screening of titles and abstracts, as well as searching for duplicates. Overall,
15 full-text articles were considered potentially eligible, and 9 out of these met the
final inclusion criteria. Six additional studies were excluded according to the following
reasons: inclusion of adult patients only (n = 2); lack of available results (n = 2); lack of
subgroup analysis for pediatric patients (n = 1); and assessment of in vitro susceptibility
without outcome data (n = 1; Figure 1).
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Figure 1. PRISMA flow diagram for study selection.

2.2. Features of the Included Studies

The nine included studies consisted of one randomized controlled trial (RCT) [8],
four case series [14–17], one case report [18], two phase I studies [6,7], and one population
PK model [19]. Five studies were multicentric [6–8,14,19]. Three studies were conducted
in Italy [14,16,17], two studies each in the USA [6,7] and in Spain [15,18], and the other
two worldwide [8,19]. Three studies each evaluated dalbavancin PK/PD properties in
pediatric patients [6,7,19] and in-label indications [8,16,17], two studies assessed the clinical
efficacy of dalbavancin for off-label indications [15,18], whereas one study included patients
receiving dalbavancin for both in- and off-label indications [14].

Overall, a total of 267 pediatric patients receiving at least one dalbavancin dose were
enrolled (204 out of 211 patients included in the study by Carrothers et al. [19] were
previously enrolled in another three studies [6–8]). The age of the included patients ranged
from 4 months to 18 years, with a male preponderance (70.7%). Patients received from 1 up
to 16 dalbavancin doses during treatment courses. Combination therapy was adopted in
five cases (four and one with rifampicin and cotrimoxazole, respectively).

2.3. Dalbavancin PK/PD Features in Pediatric Patients

The main findings of the studies evaluating the PK/PD properties of dalbavancin in
pediatric patients are summarized in Table 1. Overall, three studies (two phase 1 PK studies
and one population PK model) were found [6,7,19].
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Table 1. Main features of studies evaluating dalbavancin PK/PD features in pediatric patients.

Study Reference Study Design Country N
Age

(Mean or
Median)

Male Gender Dosing Regimens PK Parameters PK/PD
Relationship

Comparison with
Other Populations

and Comments

Bradley et al.,
2015 [6]

Phase I PK study
Multicentric USA 10 12–17 years 7 M

3 F

1000 mg single dose
(>60 kg) or

15 mg/kg single dose
(<60 kg)

15 mg/kg group:
Cmax: 197.2 mg/L (CV% 26.6)

AUC: 16,520 mg*h/L (CV% 20.2)
t1/2: 202.1 h (CV% 20.0)

CL: 11.39 mL/h (CV% 48.2)
Vss: 11.87 L (CV% 10.7)

1000 mg group:
Cmax: 213 mg/L (CV% 11.9)

AUC: 18,060 mg*h/L (CV% 28.2)
t1/2: 227.1 h (CV% 7.3)

CL: 16.62 mL/h (CV% 37.4)
Vss: 15.8 L (CV% 25.5)

N/A

AUC 30% lower
compared to adults,

according to enhanced
renal/hepatic function

No significant
difference in Vss

PTA not assessed

Gonzalez et al.,
2017 [7]

Phase I PK study
and PopPK model

Multicentric
USA 33 3 months-11

years
24 M
9 F

15 mg/kg single dose
(age ≥ 5 years)

25 mg/kg single dose
(age 2–5 years)

10 mg/kg single dose
(age 3 months-2 years)

3 months-2 years group:
Cmax: 141 mg/L (114–192 mg/L)

AUC: 7890 mg*h/L (6630–
11,000 mg*h/L)

t1/2: 279 h
CL: 12.9 mL/h

Vss: 2.21 L
2–6 years group:

Cmax: 328 mg/L (221–443 mg/L)
AUC: 22,100 mg*h/L
(8670–28,800 mg*h/L)

t1/2: 315 h
CL: 15.8 mL/h

Vss: 3.30 L

6-11 years group:
Cmax: 247 mg/L (183–289 mg/L)

AUC: 18,200 mg*h/L
(11,500–24,000 mg*h/L)

t1/2: 390 h
CL: 27.7 mL/h

Vss: 6.93 L

N/A

Higher dosage
suggested in children
aged 3 months–6 years

for enhanced renal
function

PK comparison with
adults not performed

PTA not assessed
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Table 1. Cont.

Study Reference Study Design Country N
Age

(Mean or
Median)

Male Gender Dosing Regimens PK Parameters PK/PD
Relationship

Comparison with
Other Populations

and Comments

Carrothers et al.,
2023 [19]

PopPK and
PK/PD model
Multicentric

USA, Bulgaria,
Georgia 211 * 3 months–

17 years N/A N/A

Three-compartment model
Serum albumin and creatinine

clearance as covariates in
the model

A dosing regimen
of 22.5 mg/kg in
patients < 6 years

and of 18 mg/kg in
those of 6–18 years

provided a PTA
≥ 94% against

MRSA with MIC
≤ 2 mg/L (stasis)

or ≤0.5 mg/L
(2-log kill)

PK comparison with
adults not performed

* 204 out of 211 included patients resulted from [6–8] AUC: area under time-to-concentration curve; CL: clearance; Cmax: peak concentration; F: female; M: male; MIC: minimum
inhibitory concentration; MRSA: methicillin-resistant Staphylococcus aureus; N/A: not assessed; PK/PD: pharmacokinetic/pharmacodynamic; PopPK: population pharmacokinetic;
PTA: probability of target attainment; t1/2: half-life; Vss: volume of distribution at steady state.
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Bradley et al. [6] assessed the PK behavior of single-dose dalbavancin (1000 mg in
patients >60 kg and 15 mg/kg in those < 60 kg) in ten pediatric patients ranging from
12 to 17 years in age. Overall, a reduction of approximately 30% in the area under the
time-to-concentration curve (AUC) was found compared to adult patients, whereas no
difference in the volume of distribution was reported.

Gonzalez et al. [7] performed a population PK study to evaluate the PK behavior of single-
dose dalbavancin in 33 pediatric patients aged 3 months–11 years and to define the best dosing
schedule among pediatric patients. In total, 10 mg/kg, 25 mg/kg, and 15 mg/kg were admin-
istered in patients of age 3 months–2 years (median weight 9.6 Kg), 2–5 years (median weight
15.7 Kg), and ≥5 years (median weight of 31.4 Kg and 60.4 Kg for those of 6–11 years and
12–17 years, respectively), respectively. According to model simulations, a single dose of
22.5 mg/kg and 18 mg/kg in patients aged 3 months–5 years and 6–17 years, respec-
tively, achieved a similar dalbavancin exposure to that reported in adults receiving a single
dose of 1500 mg.

Carrothers et al. [19] developed a population PK model by including 1124 dalbavancin
concentrations collected from 211 pediatric patients. Overall, dalbavancin PK was well
characterized by a three-compartment model and the approved pediatric dosing regimens
granted a probability of target attainment ≥94% for MIC values ≤2 mg/L and ≤0.5 mg/L
for the stasis and 2-log kill targets, respectively.

2.4. Dalbavancin Use for In-Label Indications

The main findings of the studies assessing the clinical efficacy of dalbavancin use for
in-label indications in pediatric patients are reported in Table 2. Overall, four studies (one
RCT and three case series) were retrieved [8,14,16,17], and 189 pediatric patients ranging
from 0.04 to 18 years in age (60.8% male) were included. All included pediatric patients
received dalbavancin for the management of ABSSSIs, of which six cases (3.2%) were
defined as complicated. Methicillin-susceptible Staphylococcus aureus (MSSA) was the most
frequently isolated pathogen (94 cases; 49.7%), followed by MRSA (14 cases of which were
due to community-acquired strains; 7.4%), and Streptococcus pyogenes (8 cases; 4.2%).

Giorgobiani et al. [8] randomized 191 patients to receive a single dalbavancin dose
(n = 83), two dalbavancin doses (n = 78), or comparator agents (i.e., vancomycin, oxacillin,
or flucloxacillin; n = 30) for the management of ABSSSIs. Overall, the clinical response at
48–72 h and at the test of the cure was 97.4% and 96.1% in patients treated with a single
dalbavancin dose, 98.6% and 97.3% in those receiving two dalbavancin doses, and 89.7%
and 100.0% in the comparator group, respectively. The rate of AEs was 7.2%, 10.3%,
and 3.3% in patients treated with a single dalbavancin dose, two dalbavancin doses, or
comparator agents, respectively.

In the other three case series [14,16,17], the vast majority of patients (92.9%) received a
previous antibiotic regimen. A total of 24 out of 28 patients received only one dalbavancin
dose, whereas the other four were treated with two dalbavancin doses. Combination
therapy with rifampicin was adopted in two cases (7.1%). Dalbavancin TDM was not
performed in any cases.

Overall, clinical cure was reported in 26 patients (92.9%), and no cases of recurrence
and/or relapse were documented. AEs occurred in two patients (7.1%), consisting of one
case of a headache and vomiting and one showing fever associated with rash/urticaria.
Dalbavancin withdrawal was needed in both patients.
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Table 2. Main features of studies evaluating dalbavancin use for in-label indications in pediatric patients.

Study
Reference Study Design Country N

Age
(Mean or
Median)

Male
Gender Diagnosis Isolated

Pathogens Dosing Regimens
Previous

Antibiotic
Regimen

Dalbavancin
TDM Clinical Cure Recurrence/

Relapse Rate AEs

Giorgobiani
et al., 2023 [8]

Phase III RCT
multicentric

Bulgaria,
Georgia

191
(161 vs.

30)

Median: 8
years

(range: 0.04–
17 years)

119 M
72 F ABSSSI

90 MSSA
9 S. pyogenes

6 MRSA
4 E. faecalis

4 Streptococcus
spp

78 empirical

83 patients:
one dose

78 patients:
two doses

Dosing regimens:
3 months–6 years:

22.5 mg/kg
6–17 years:
18 mg/kg

30 patients in
comparator group

receiving
vancomycin,
oxacillin, or

flucloxacillin

None Not performed

Dalbavancin
single dose *:
76/78 (97.4%)
Dalbavancin
two doses *:

73/74 (98.6%)
Comparator

group *:
26/29 (89.7%)

None

Dalbavancin single
dose:

6/83 (7.2%)
Dalbavancin two

doses:
8/78 (10.3%)

In dalbavancin
cohorts, pyrexia and

cough were
reported in more
than one patient.

No case of
treatment-related

AEs,
treatment-related

serious AEs, or AEs
leading to

discontinuation
were reported.

Comparator group:
1/30 (3.3%)

Caselli et al.,
2024 [14] Case series Italy 19 Range: 0.4–

18 years
10 M
9 F

ABSSSI
(6 complicated)

5 MRSA
3 MSSA

2 S. pyogenes
9 empirical

Range total doses: 1–2

(two doses in
4/19 cases)

Dosing regimens
from 11 mg/kg to

22.5 mg/kg
No combination

therapy

17/19
(89.5%)
VAN 8
DAP 4
BL 3
TEI 2

Not performed 17/19
(89.5%) None

2/19
(10.5%%; one case
of headache and

vomiting and one
of fever and

rash/urticaria;
dalbavancin

withdrawal in
both cases)

Garbo et al.,
2024 [17] Case series Italy 5

Range:
3 months–
13 years

2 M
3 F ABSSSI

1 CA-MRSA
1 MSSA

1 S.
pneumoniae
2 empirical

1 dose in all patients
Dosing regimens
from 18 mg/kg to

22.5 mg/kg
No combination

therapy

5/5
(100.0%)
DAP 3

DAP + CLI 1
BL 1

Not performed 5/5
(100.0%) None None

Scarano et al.,
2024 [16] Case series Italy 4 Range: 2–

9 years
2 M
2 F ABSSSI 2 CA-MRSA

2 empirical

1 dose in all patients
Dosing regimens
from 18 mg/kg to

22.5 mg/kg
Combination
therapy with

rifampicin in 2 cases

4/4
(100.0%)

CLI 3
LIN + RIF 1

Not performed 4/4
(100.0%) None None

* 78/83, 74/78, and 29/30 patients treated with one dalbavancin dose, two dalbavancin doses, or comparator agents, respectively, had available clinical outcomes. ABSSSI: acute bacterial
skin and skin structure infection; AE: adverse event; BL: beta-lactam; CA-MRSA: community-acquired methicillin-resistant Staphylococcus aureus; CLI: clindamycin; DAP: daptomycin;
F: female; LIN: linezolid; M: male; MIC: minimum inhibitory concentration; MRSA: methicillin-resistant Staphylococcus aureus; MSSA: methicillin-susceptible Staphylococcus aureus;
RCT: randomized controlled trial; RIF: rifampicin; TDM: therapeutic drug monitoring; TEI: teicoplanin; VAN: vancomycin.
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2.5. Dalbavancin Use for Off-Label Indications

The main findings of the studies assessing the clinical efficacy of dalbavancin use for
off-label indications in pediatric patients are summarized in Table 3.

Overall, three studies (two case series and one case report) were retrieved [14,15,18]
and 28 pediatric patients ranging in age from 0.3 to 18 years (67.9% male) were included.
The main off-label indications were bone and joint infections (BJIs) in 17 cases (60.7%),
central-line-associated bloodstream infections (CLABSIs) in four cases (14.3%), surgical
site infections (SSIs) in three cases (10.7%), and a case each (3.6%) of community-acquired
pneumonia (CAP), septic thrombophlebitis, chronic cellulitis, and chronic infection of a
patch used for repairing congenital heart disease. MRSA and MSSA (8 cases each; 28.6%)
represented the most frequent pathogens.

The vast majority of patients (96.3%) received a previous antibiotic regimen. The total
administered dalbavancin doses ranged from 1 to 16 per patient. Combination therapy was
implemented in three cases (10.7%). Dalbavancin TDM was not performed in any cases.

Overall, clinical cure was reported in 26 patients (92.9%), with no cases of relapse
and/or recurrence. AEs occurred in three patients (10.7%), leading to dalbavancin with-
drawal in two cases.
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Table 3. Main features of studies evaluating dalbavancin use for off-label indications in pediatric patients.

Study
Reference

Study
Design Country N

Age
(Mean or
Median)

Gender and
Ethnicity Diagnosis Isolated

Pathogens

Dosing
Regimens

and
Combination

Therapy

Previous
Antibiotic
Regimen

Dalbavancin
TDM

Clinical
Cure

Recurrence/
Relapse Rate AEs

De Rueda
Felix et al.,
2019 [18]

Case report Spain 1 4 years Female;
Caucasian CAP N/A

Two doses
I dose: 15 mg/kg

II dose:
7.5 mg/kg
No combo

therapy

N/A Not
performed 100% None None

Gamell et al.,
2024 [15] Case series Spain 15

11.9 years
(range: 0.3–

18 years)

9 Male
6 Female;

not specified

5 BJI
4 CLABSI

3 SSI
3 others *

6 MSSA
4 S. epidermidis

2 MRSA
1 CoNS

1 S. lugdunensis
1 S. haemolyticus

Range total
doses: 1-16 per

patient
Dosing regimens
from 7.5 mg/kg
to 22.5 mg/kg

3/15 cases
combination

therapy
(2 rifampicin and
1 cotrimoxazole)

15/15
(100.0%)

Not
performed

13/15
(86.7%) None

2/15
(13.3%; one
case of rash
and one of
vomiting;

dalbavancin
withdrawal in

both cases)

Caselli et al.,
2024 [14] Case series Italy 12 Range: 1–

17 years

10 Male
2 Female;

not specified
BJI

6 MRSA
2 MSSA

1 S. parasanguinis
1 S. hominis +
S. epidermidis
2 empirical

Range total
doses:

1–9
Dosing regimens
from 17 mg/kg
to 22.5 mg/kg

No combo
therapy

11/12
(91.7%)

Not
performed

12/12
(100%) None

1/12
(8.3%;

extravasation)

All three studies retrieved and included for the off-label use of dalbavancin in pediatric patients were no-profit observational studies performed by three different groups of researchers
and promoted by respective independent institutions. * one case each of septic thrombophlebitis, chronic cellulitis, and chronic infection of a patch used for repairing congenital
heart disease. AE: adverse event; BJI: bone and joint infection; CAP: community-acquired pneumonias; CLABSI: central-line-associated bloodstream infection; CoNS: coagulase-
negative Staphylococcus; MRSA: methicillin-resistant Staphylococcus aureus; MSSA: methicillin-susceptible Staphylococcus aureus; N/A: not assessed; SSI: surgical site infection;
TDM: therapeutic drug monitoring.
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2.6. Quality Assessment

In the only RCT included, some concerns were found in four out of five assessed
domains (i.e., randomized process, deviation from the intended interventions, measurement
of the outcome, and selection of the reported results; Figure 2). Included case series/reports
showed a low–moderate quality of evidence, with a total score ranging from 2 to 4 points
(Figure 2). Concerning PK studies, quality items were complied for 68.2–95.5% of the total
(Figure 3).
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3. Discussion
To the best of our knowledge, this is the first systematic review that has summarized

evidence concerning the PK/PD properties of dalbavancin and its use for in-label or
off-label indications in pediatric patients. Overall, the available findings suggested that
dalbavancin represents a valuable alternative to daily in-hospital intravenous antibiotic
regimens for the management of ABSSSIs or for some off-label indications (i.e., BJIs or
CLABSIs) in pediatric scenarios, showing a good efficacy and an excellent safety profile.

In regard to PK properties, dalbavancin exhibited a comparable volume of distribution
(15.8 L vs. 15.66 L) and half-life (202 h vs. 174 h) between pediatric and adult patients [1,6,7,21–23].
It is noteworthy that pediatric patients showed a slightly lower dalbavancin exposure compared
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to those observed in randomized comparative studies, including adults affected by ABSSSIs
(approximatively 30%) [1,6,7], which is possibly justified by the enhanced renal function that is
commonly retrieved in children [24,25]. This results in the adoption of an increased dalbavancin
dosing regimen in younger subjects, particularly in those ranging in age from 3 months to 6 years,
in order to maximize the attainment of the optimal PK/PD target in terms of the fAUC/MIC
ratio [19].

In regard to the clinical efficacy and safety profile of dalbavancin for the management
of in-label indications (i.e., ABSSSIs) in pediatric patients, the available evidence reported
a good efficacy of this long-acting agent, with a clinical success rate above 90%, and no
significant difference with traditional anti-Gram-positive agents in a phase III comparative
study [8]. Furthermore, the dalbavancin safety profile was excellent in pediatric scenarios,
considering that the AE rate was approximatively 10%. Furthermore, it is noteworthy that
no case of treatment-related AEs, treatment-related serious AEs, treatment discontinuation
due to AEs, or death associated with dalbavancin use were reported in pivotal trials in
pediatric patients. Notably, these findings were consistent with those reported in phase
III pivotal trials conducted in adult patients receiving a single dose or two dalbavancin
doses for the management of ABSSIs, where the clinical success rate exceeded 80% and
AEs were reported in approximately 30% of patients, of which only 2% lead to treatment
withdrawal [26–28].

Concerning dalbavancin use for off-label indications, the available evidence may
suggest that this agent could be an effective alternative to daily in-hospital intravenous
antibiotic regimens for the management of BJIs or CLABSIs in pediatric patients, based
on the overall clinical success rate above 90% coupled with the absence of relapse. An
excellent safety profile was also reported for dalbavancin in the setting of real-world
studies, considering the low prevalence of AEs, as well as the fact that AEs leading to
treatment withdrawal were limited to few cases (namely two cases each of rash/urticaria
and vomiting). These findings are consistent with those retrieved in several observational
studies conducted among more than 800 adults requiring dalbavancin for different off-label
therapeutic indications, in which the overall clinical success rate was above 80% and was
associated with limited cases of relapse and/or clinical failure [4,10–12,29–36]. Notably, the
peculiar PK/PD properties may allow for the management of complicated Gram-positive
infections in an outpatient setting, avoiding unnecessary hospitalization and possibly
related complications in pediatric patients, similarly to those observed in adults [5].

Given the favorable profile and interest in clinical use, some issues still require at-
tention and possible answers from future studies. Specifically, evidence on the use of
dalbavancin for the management of endocarditis or prosthetic vascular graft infections is
currently lacking. Furthermore, no studies assessed the tissue penetration rate of dalba-
vancin in pediatric patients. Notably, according to the difference that emerged in PK studies
in terms of serum dalbavancin exposure between pediatrics and adults [6,7], it could not
be ruled out that skin/soft tissue, bone, and/or lung dalbavancin absolute concentrations
may be affected in pediatric patients [1]. Finally, no cases adopted a therapeutic drug moni-
toring (TDM)-guided strategy for personalizing dalbavancin dosing regimens in pediatric
patients. This may represent an important topic, considering that some evidence supported
the clinical usefulness of this approach for harmonizing dalbavancin schedule regimens
for subacute and chronic staphylococcal infections, as well as for suggesting dalbavancin
redosing for long-term indications [22,37–43].

Overall, the available evidence supports the valuable role of dalbavancin for the man-
agement of both in-label (i.e., ABSSSIs) and off-label indications (i.e., BJIs and CLABSIs) in
more than 200 pediatric patients characterized by a wide variability in terms of demograph-
ics (age ranging from 3 months to 18 years) and clinical features (the isolation of different
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Gram-positive pathogens, the adoption of different dalbavancin regimens, and the use of
mono vs. combination therapy). Indeed, both the efficacy and safety of dalbavancin treat-
ment was consistent among different demographics and/or clinical subgroups, showing a
good clinical cure/response rate (above 90%) coupled with the limited occurrence of AEs
leading to treatment discontinuation (less than 10% of the overall included cases). These
findings were not only consistent with those retrieved among adult patients treated with
dalbavancin for in- and off-label indications, but also with real-life experience reported by
a dedicated panel of Italian experts (DalbaPediatriX). Indeed, the panel reported a detailed
experience including approximatively fifty pediatric patients treated with dalbavancin in
more than ten Italian centers [14,16,17], showing a large variability in terms of age (from
neonates to adolescents), underlying disease (including patients with oncological/hemato-
oncological diseases, or neuropsychiatric disorders), and indications (including not only
in-label indications such as ABSSIs or SSTIs, but also off-label uses such as cases of com-
plicated BJIs, BSIs, endocarditis, or pneumonia). In all of these scenarios, dalbavancin
showed its promising role in terms of efficacy and safety profile, which is consistent with
that previously reported in adult and pediatric patients, allowing, on the one hand, for the
treatment of pediatric patients admitted to emergency wards because of moderate/severe
cellulitis and/or skin and soft tissue infections, and, on the other hand, supporting its use
in pediatric patients affected by chronic infections (i.e., BJIs) and requiring a long-term
and/or suppressive therapy. It is noteworthy that the long half-life of dalbavancin and its
good efficacy in staphylococcal infections may provide different peculiar key advantages
in childhood when compared to adult patients treated with dalbavancin. Specifically,
the use of dalbavancin for in- and off-label indications in childhood may significantly
reduce concerns associated with hospital stays, encompassing healthcare cost savings, the
decreased risk of nosocomial infections, the mitigation of the discomfort associated with
prolonged hospitalization for the children, and the reduced impact on families in terms of
quality of life and workday loss. Furthermore, the need of obtaining stable venous access
for parenteral daily antibiotic therapy is a challenging concern particularly in neonates,
preschool-aged children, or those affected by neuropsychiatric disorders, in which patient
sedation is usually required for venous catheter placement, thus also minimizing the risk of
the occurrence of medium/long-term complications such as dislocation or catheter-related
infections. Some relevant pharmacological issues are associated with the lack of pedi-
atric indications for certain drugs, the limited availability of oral formulations suitable for
neonates, the poor compliance with oral antibiotic therapies (e.g., in patients with severe
autism who completely refuse to take oral drugs), and the safety concerns associated with
prolonged oral therapy particularly with certain agents (i.e., linezolid and/or rifampicin).
The benefits provided by dalbavancin in pediatric scenarios may finally result in improved
clinical outcomes, also allowing for a significant cost saving (Figure 4). Notably, in the
scenario of long-term and/or suppressive dalbavancin treatment, the implementation of a
TDM-guided strategy may allow for the personalization of dosing regimens, minimizing
the risk of underexposure and failure in attaining optimal PK/PD targets, as previously
suggested in adults [41].

The limitations of our systematic review must be acknowledged. Firstly, most of the
included studies consisted of case series/reports with a limited sample size; thus, the
rate of clinical success should be cautiously interpreted. Additionally, the comparison
between dalbavancin and other anti-Gram-positive agents in terms of efficacy and/or
safety profile in real-world studies conducted among pediatric patients is lacking. Large
heterogeneity among the included studies, as concerns outcome definition, should be
mentioned. Furthermore, the number of pediatric patients receiving dalbavancin for
off-label indications was limited to less than 30 cases. The search strategy could have
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failed in entirely retrieving all significant studies concerning the topic, although it was
independently performed on at least two large databases, as recommended by PRISMA
guidelines. Finally, publication bias cannot be ruled out, and meta-analysis cannot be
performed according to the available data.
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4. Materials and Methods
We performed a systematic review assessing dalbavancin PK/PD properties and the

clinical use for in-label and off-label indications in pediatric patients. The systematic review
was conducted according to the Preferred Reporting Items for Systematic Review and
Meta-Analyses (PRISMA) guidelines [44] and was registered in the PROSPERO database
(CRD42024579252).

4.1. Search Strategy

The PubMed-MEDLINE and Scopus databases were independently searched by two
investigators (MG and MA) from inception to 20 November 2024, by adopting a specific
search string: (“dalbavancin” OR “long-acting antibiotic” OR “long-acting antimicrobial”)
AND (“children” OR “pediatric” OR “pediatrics” OR “child” OR “young”). No language
limitation was adopted. Furthermore, clinicaltrials.gov was also searched by using the term
“dalbavancin” in the field “intervention/treatment”. The retrieved records were checked
for duplicates by the same two authors independently. Reference lists of the included
studies were screened to identify possible relevant articles.

4.2. Study Selection

The selected studies included RCTs, observational studies, PK studies, case series,
and/or reports assessing dalbavancin PK/PD properties or the clinical use for both in-label
and off-label indications in pediatric patients.

Studies were excluded if no quantitative outcome data were, available adult patients
were included, and no subgroup analysis for pediatric cohort was provided, or if only
in vitro dalbavancin susceptibility was tested from isolates retrieved in pediatric patients
and no PK/PD or outcome data were provided.
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Clinical cure/success, as defined in each included study, was selected as the pri-
mary outcome. The secondary outcomes were relapse/recurrence rate, microbiological
eradication, and the occurrence of adverse drug reactions (ADRs)/adverse events (AEs).

A screening of the titles and abstracts of the retrieved records was independently
performed by two authors (MG and MA), and discrepancies were resolved by means of
discussion between the two authors or consultation with a third reviewer (DC).

4.3. Data Extraction

The relevant data of each included study were independently extracted by two authors
(MG and MA) in a pre-specified form. Specifically, the following information was collected
for each included study: (a) study author and year of publication; (b) study characteristics
(study design, country, time period, sample size, exclusion criteria, and funding sources);
(c) demographics and clinical features of included patients (age, sex, site of infection,
microbiological isolates, dalbavancin dosing regimen, use of previous antibiotic regimen;
adoption of dalbavancin therapeutic drug monitoring [TDM]); and (d) outcome data
(clinical cure/success, relapse/recurrence rate, microbiological eradication, occurrence of
ADRs/AEs).

Corresponding authors were contacted in the case of unclear and/or missing data
retrieved in the included studies.

4.4. Risk of Bias Assessment

The risk of bias for each included study was independently evaluated by two investiga-
tors (MG and MA) for the primary outcome. The Cochrane Risk of Bias Tool (RoB 2.0) [45],
the Risk Of Bias In Non-randomized Studies of Interventions (ROBINS-I) [46], and the
tool proposed by Murad et al. [47] were adopted for RCTs, observational studies, and case
series/reports, respectively. Considering that population PK studies are not interventional
in nature and showed an observational single-cohort design, a quality assessment was
performed according to the 24-item ClinPK checklist from the Reporting Guidelines for
Clinical Pharmacokinetic Studies proposed by Kanji et al. [20]. Potential disagreements
were discussed with a third reviewer (DC).

4.5. Data Synthesis

Descriptive statistics were used for assessing the primary and secondary outcomes
in pediatric patients receiving dalbavancin. The median and interquartile range (IQR)
were used for describing continuous variables, whereas categorical variables were reported
as absolute values and percentages. A subgroup analysis was performed for describing
selected variables according to dalbavancin PK/PD properties and use for in-label or
off-label indications.

5. Conclusions
In conclusion, our systematic review summarized the evidence concerning the PK/PD

properties of dalbavancin and its use for in-label or off-label indications in pediatric patients,
suggesting that this agent may be a valuable alternative for the management of ABSSSIs
and/or off-label indications in pediatric patients, allowing for a potentially minimization
of the duration of hospital stay or even avoiding unnecessary hospitalization. Further
prospective studies addressing the efficacy and safety of dalbavancin for in-label and off-
label indications in large cohorts of pediatric patients are warranted to support its future
widespread use in this challenging scenario.



Antibiotics 2025, 14, 121 15 of 17

Author Contributions: Conceptualization: M.A., D.C., and E.C.; methodology: M.G.; formal analysis:
M.G.; data curation: M.A., D.C., and M.G.; writing—original draft preparation: M.G.; writing—review and
editing: M.A., D.C., and E.C. All authors have read and agreed to the published version of the manuscript.
Funding: This work was supported by an unrestricted grant from Angelini Pharma, Italy.

Institutional Review Board Statement: Not applicable.

Informed Consent Statement: Not applicable.

Data Availability Statement: All data were retrieved from publicly available papers.

Acknowledgments: DalbaPediatriX Working group composed of Massimo Agosti, Raffaele Badolato,
Alessandra Bandera, Egidio Barbi, Claudia Colomba, Daniela Concolino, Giovanni Corsello, Silvia Di
Bari, Francesco Di Gennaro, Daniele Donà, Valentina Fabiano, Luisa Galli, Silvia Garazzino, Vania
Giacomet, Francesca Giovannenze, Nicola Laforgia, Andrea Lo Vecchio, Alberto Enrico Maraolo,
Giulia Carla Marchetti, Pierluigi Marzuillo, Diego Peroni, Francesca Soscia, Enrico Alessandro
Valletta, Alberto Verrotti di Pianella, and Daniele Zama.

Conflicts of Interest: No conflicts of interest to disclose for D.C., M.A., and E.C. M.G. reports grants
from Angelini and participation in an advisory board for AdvanzPharma and Viatris. The funders
had no role in the design of the study; in the collection, analyses, or interpretation of data; in the
writing of the manuscript; or in the decision to publish the results.

References
1. Molina, K.C.; Miller, M.A.; Mueller, S.W.; Van Matre, E.T.; Krsak, M.; Kiser, T.H. Clinical Pharmacokinetics and Pharmacodynamics

of Dalbavancin. Clin. Pharmacokinet. 2022, 61, 363–374. [CrossRef] [PubMed]
2. Knafl, D.; Tobudic, S.; Cheng, S.C.; Bellamy, D.R.; Thalhammer, F. Dalbavancin Reduces Biofilms of Methicillin-Resistant

Staphylococcus aureus (MRSA) and Methicillin-Resistant Staphylococcus epidermidis (MRSE). Eur. J. Clin. Microbiol. Infect. Dis. 2017,
36, 677–680. [CrossRef]

3. Gatti, M.; Tedeschi, S.; Zamparini, E.; Pea, F.; Viale, P. Pharmacokinetic and Pharmacodynamic Considerations for Optimizing
Antimicrobial Therapy Used to Treat Bone and Joint Infections: An Evidence-Based Algorithmic Approach. Expert Opin. Drug
Metab. Toxicol. 2023, 19, 511–535. [CrossRef] [PubMed]

4. Gatti, M.; Andreoni, M.; Pea, F.; Viale, P. Real-World Use of Dalbavancin in the Era of Empowerment of Outpatient Antimicrobial
Treatment: A Careful Appraisal Beyond Approved Indications Focusing on Unmet Clinical Needs. Drug Des. Dev. Ther. 2021, 15,
3349–3378. [CrossRef] [PubMed]

5. Andreoni, M.; Bassetti, M.; Corrao, S.; De Rosa, F.G.; Esposito, V.; Falcone, M.; Grossi, P.; Pea, F.; Petrosillo, N.; Tascini, C.; et al.
The Role of Dalbavancin for Gram Positive Infections in the COVID-19 Era: State of the Art and Future Perspectives. Expert Rev.
Anti-Infect. Ther. 2021, 19, 1125–1134. [CrossRef]

6. Bradley, J.S.; Puttagunta, S.; Rubino, C.M.; Blumer, J.L.; Dunne, M.; Sullivan, J.E. Pharmacokinetics, Safety and Tolerability of
Single Dose Dalbavancin in Children 12–17 Years of Age. Pediatr. Infect. Dis. J. 2015, 34, 748–752. [CrossRef]

7. Gonzalez, D.; Bradley, J.S.; Blumer, J.; Yogev, R.; Watt, K.M.; James, L.P.; Palazzi, D.L.; Bhatt-Mehta, V.; Sullivan, J.E.; Zhang, L.;
et al. Dalbavancin Pharmacokinetics and Safety in Children 3 Months to 11 Years of Age. Pediatr. Infect. Dis. J. 2017, 36, 645–653.
[CrossRef]

8. Giorgobiani, M.; Burroughs, M.H.; Antadze, T.; Carrothers, T.J.; Riccobene, T.A.; Patel, R.; Lin, T.; Stefanova, P. The Safety and
Efficacy of Dalbavancin and Active Comparator in Pediatric Patients with Acute Bacterial Skin and Skin Structure Infections.
Pediatr. Infect. Dis. J. 2023, 42, 199–205. [CrossRef]

9. Soriano, A.; Rossolini, G.M.; Pea, F. The Role of Dalbavancin in the Treatment of Acute Bacterial Skin and Skin Structure Infections
(ABSSSIs). Expert Rev. Anti-Infect. Ther. 2020, 18, 415–422. [CrossRef]

10. Morrisette, T.; Miller, M.A.; Montague, B.T.; Barber, G.R.; McQueen, R.B.; Krsak, M. On- and off-Label Utilization of Dalbavancin
and Oritavancin for Gram-Positive Infections. J. Antimicrob. Chemother. 2019, 74, 2405–2416. [CrossRef]

11. Dinh, A.; Duran, C.; Pavese, P.; Khatchatourian, L.; Monnin, B.; Bleibtreu, A.; Denis, E.; Etienne, C.; Rouanes, N.; Mahieu, R.;
et al. French National Cohort of First Use of Dalbavancin: A High Proportion of off-Label Use. Int. J. Antimicrob. Agents 2019, 54,
668–672. [CrossRef] [PubMed]

12. Simonetti, O.; Rizzetto, G.; Molinelli, E.; Cirioni, O.; Offidani, A. Review: A Safety Profile of Dalbavancin for On- and Off-Label
Utilization. Ther. Clin. Risk Manag. 2021, 17, 223–232. [CrossRef] [PubMed]

https://doi.org/10.1007/s40262-021-01088-w
https://www.ncbi.nlm.nih.gov/pubmed/34931283
https://doi.org/10.1007/s10096-016-2845-z
https://doi.org/10.1080/17425255.2023.2255525
https://www.ncbi.nlm.nih.gov/pubmed/37671793
https://doi.org/10.2147/DDDT.S313756
https://www.ncbi.nlm.nih.gov/pubmed/34376971
https://doi.org/10.1080/14787210.2021.1894130
https://doi.org/10.1097/INF.0000000000000646
https://doi.org/10.1097/INF.0000000000001538
https://doi.org/10.1097/INF.0000000000003798
https://doi.org/10.1080/14787210.2020.1746643
https://doi.org/10.1093/jac/dkz162
https://doi.org/10.1016/j.ijantimicag.2019.08.006
https://www.ncbi.nlm.nih.gov/pubmed/31400471
https://doi.org/10.2147/TCRM.S271445
https://www.ncbi.nlm.nih.gov/pubmed/33790563


Antibiotics 2025, 14, 121 16 of 17

13. Volpicelli, L.; Venditti, M.; Oliva, A. Acute Bacterial Skin and Skin Structure Infections in Pediatric Patients: Potential Role of
Dalbavancin. Expert Rev. Anti-Infect. Ther. 2023, 21, 329–341. [CrossRef] [PubMed]

14. Caselli, D.; Mariani, M.; Colomba, C.; Ferrecchi, C.; Cafagno, C.; Trotta, D.; Carloni, I.; Dibello, D.; Castagnola, E.; Aricò, M.
Real-World Use of Dalbavancin for Treatment of Soft Tissue and Bone Infection in Children: Safe, Effective and Hospital-Time
Sparing. Children 2024, 11, 78. [CrossRef]

15. Gamell, A.; Velasco-Arnaiz, E.; López-Ramos, M.G.; Ríos-Barnés, M.; Simó-Nebot, S.; Fumadó, V.; Noguera-Julián, A.; Fortuny, C.
Off-Label Use of Dalbavancin in Children: A Case Series. J. Antimicrob. Chemother. 2024, 79, 2062–2067. [CrossRef]

16. Scarano, S.M.; Bruzzese, E.; Poeta, M.; Del Bene, M.; Guarino, A.; Lo Vecchio, A. Dalbavancin for Acute Bacterial Skin and Skin
Structure Infections in Pediatrics: Insights from Continuation Therapy Experience. Antibiotics 2024, 13, 327. [CrossRef]

17. Garbo, V.; Condemi, A.; Albano, C.; Polara, V.F.; Parrino, R.; Macaluso, A.; Venuti, L.; Colomba, C. Dalbavancin for the Treatment
of Acute Bacterial Skin and Skin Structure Infections (ABSSSI) in Pediatric Patients: A Case Series. Infez. Med. 2024, 32, 231–240.
[CrossRef]

18. De Rueda Félix, G.; Eugenia, T.S.M.; Del Carmen, M.P.M.; Carmen, S.G.; De La Cruz Moreno, J. A Case Report of Dalbavancin
Off-Label Use in a 4 Years Old Pediatric Patient. Eur. J. Clin. Pharm. Atención Farm. 2019, 21, 112–115.

19. Carrothers, T.J.; Lagraauw, H.M.; Lindbom, L.; Riccobene, T.A. Population Pharmacokinetic and Pharmacoki-
netic/Pharmacodynamic Target Attainment Analyses for Dalbavancin in Pediatric Patients. Pediatr. Infect. Dis. J. 2023,
42, 99–105. [CrossRef]

20. Kanji, S.; Hayes, M.; Ling, A.; Shamseer, L.; Chant, C.; Edwards, D.J.; Edwards, S.; Ensom, M.H.H.; Foster, D.R.; Hardy, B.;
et al. Reporting Guidelines for Clinical Pharmacokinetic Studies: The ClinPK Statement. Clin. Pharmacokinet. 2015, 54, 783–795.
[CrossRef]

21. Carrothers, T.J.; Chittenden, J.T.; Critchley, I. Dalbavancin Population Pharmacokinetic Modeling and Target Attainment Analysis.
Clin. Pharmacol. Drug Dev. 2020, 9, 21–31. [CrossRef] [PubMed]

22. Cojutti, P.G.; Tedeschi, S.; Gatti, M.; Zamparini, E.; Meschiari, M.; Siega, P.D.; Mazzitelli, M.; Soavi, L.; Binazzi, R.; Erne, E.M.;
et al. Population Pharmacokinetic and Pharmacodynamic Analysis of Dalbavancin for Long-Term Treatment of Subacute and/or
Chronic Infectious Diseases: The Major Role of Therapeutic Drug Monitoring. Antibiotics 2022, 11, 996. [CrossRef]

23. Buckwalter, M.; Dowell, J.A. Population Pharmacokinetic Analysis of Dalbavancin, a Novel Lipoglycopeptide. J. Clin. Pharma
2005, 45, 1279–1287. [CrossRef] [PubMed]

24. Rhoney, D.H.; Metzger, S.A.; Nelson, N.R. Scoping Review of Augmented Renal Clearance in Critically Ill Pediatric Patients.
Pharmacotherapy 2021, 41, 851–863. [CrossRef]

25. Kearns, G.L.; Abdel-Rahman, S.M.; Alander, S.W.; Blowey, D.L.; Leeder, J.S.; Kauffman, R.E. Developmental Pharmacology—Drug
Disposition, Action, and Therapy in Infants and Children. N. Engl. J. Med. 2003, 349, 1157–1167. [CrossRef]

26. Boucher, H.W.; Wilcox, M.; Talbot, G.H.; Puttagunta, S.; Das, A.F.; Dunne, M.W. Once-Weekly Dalbavancin versus Daily
Conventional Therapy for Skin Infection. N. Engl. J. Med. 2014, 370, 2169–2179. [CrossRef]

27. Jauregui, L.E.; Babazadeh, S.; Seltzer, E.; Goldberg, L.; Krievins, D.; Frederick, M.; Krause, D.; Satilovs, I.; Endzinas, Z.; Breaux,
J.; et al. Randomized, Double-Blind Comparison of Once-Weekly Dalbavancin versus Twice-Daily Linezolid Therapy for the
Treatment of Complicated Skin and Skin Structure Infections. Clin. Infect. Dis. 2005, 41, 1407–1415. [CrossRef]

28. Seltzer, E.; Dorr, M.B.; Goldstein, B.P.; Perry, M.; Dowell, J.A.; Henkel, T. Dalbavancin Skin and Soft-Tissue Infection Study Group
Once-Weekly Dalbavancin versus Standard-of-Care Antimicrobial Regimens for Treatment of Skin and Soft-Tissue Infections.
Clin. Infect. Dis. 2003, 37, 1298–1303. [CrossRef]

29. Thomas, G.; Henao-Martínez, A.F.; Franco-Paredes, C.; Chastain, D.B. Treatment of Osteoarticular, Cardiovascular, Intravascular-
Catheter-Related and Other Complicated Infections with Dalbavancin and Oritavancin: A Systematic Review. Int. J. Antimicrob.
Agents 2020, 56, 106069. [CrossRef]

30. De Vito, A.; Fiore, V.; Colpani, A.; Zauli, B.; Fanelli, C.; Tiseo, G.; Occhineri, S.; Babudieri, S.; Falcone, M.; Madeddu, G. The
Current and Future Off-Label Uses of Dalbavancin: A Narrative Review. Eur. Rev. Med. Pharmacol. Sci. 2023, 27, 1222–1238.
[CrossRef]

31. Esposito, S.; Pagliano, P.; De Simone, G.; Guarino, A.; Pan, A.; Brambilla, P.; Mastroianni, C.; Lichtner, M.; Brugnaro, P.; Carretta,
A.; et al. In-Label, off-Label Prescription, Efficacy and Tolerability of Dalbavancin: Report from a National Registry. Infection 2024,
52, 1297–1306. [CrossRef] [PubMed]

32. Taylor, K.; Williamson, J.; Luther, V.; Stone, T.; Johnson, J.; Gruss, Z.; Russ-Friedman, C.; Ohl, C.; Beardsley, J. Evaluating the Use
of Dalbavancin for Off-Label Indications. Infect. Dis. Rep. 2022, 14, 266–272. [CrossRef]

33. Bassetti, M.; Labate, L.; Vena, A.; Giacobbe, D.R. Role or Oritavancin and Dalbavancin in Acute Bacterial Skin and Skin Structure
Infections and Other Potential Indications. Curr. Opin. Infect. Dis. 2021, 34, 96–108. [CrossRef]

34. Buzón-Martín, L.; Zollner-Schwetz, I.; Tobudic, S.; Cercenado, E.; Lora-Tamayo, J. Dalbavancin for the Treatment of Prosthetic
Joint Infections: A Narrative Review. Antibiotics 2021, 10, 656. [CrossRef] [PubMed]

https://doi.org/10.1080/14787210.2023.2182769
https://www.ncbi.nlm.nih.gov/pubmed/36803139
https://doi.org/10.3390/children11010078
https://doi.org/10.1093/jac/dkae212
https://doi.org/10.3390/antibiotics13040327
https://doi.org/10.53854/liim-3202-11
https://doi.org/10.1097/INF.0000000000003764
https://doi.org/10.1007/s40262-015-0236-8
https://doi.org/10.1002/cpdd.695
https://www.ncbi.nlm.nih.gov/pubmed/31087630
https://doi.org/10.3390/antibiotics11080996
https://doi.org/10.1177/0091270005280378
https://www.ncbi.nlm.nih.gov/pubmed/16239361
https://doi.org/10.1002/phar.2617
https://doi.org/10.1056/NEJMra035092
https://doi.org/10.1056/NEJMoa1310480
https://doi.org/10.1086/497271
https://doi.org/10.1086/379015
https://doi.org/10.1016/j.ijantimicag.2020.106069
https://doi.org/10.26355/eurrev_202302_31233
https://doi.org/10.1007/s15010-024-02176-2
https://www.ncbi.nlm.nih.gov/pubmed/38324144
https://doi.org/10.3390/idr14020032
https://doi.org/10.1097/QCO.0000000000000714
https://doi.org/10.3390/antibiotics10060656
https://www.ncbi.nlm.nih.gov/pubmed/34072670


Antibiotics 2025, 14, 121 17 of 17

35. Courjon, J.; Senneville, E.; Illes, H.-G.; Pavese, P.; Boutoille, D.; Daoud, F.C.; Dunkel, N.; Tattevin, P. Effectiveness and Safety of
Dalbavancin in France: A Prospective, Multicentre Cohort Study. Int. J. Antimicrob. Agents 2023, 62, 106945. [CrossRef] [PubMed]

36. Hervochon, C.; Hennart, B.; Leroy, A.-G.; Corvec, S.; Boutoille, D.; Senneville, É.; Sotto, A.; Illes, G.; Chavanet, P.; Dubée, V.; et al.
Dalbavancin Plasma Concentrations in 133 Patients: A PK/PD Observational Study. J. Antimicrob. Chemother. 2023, 78, 2919–2925.
[CrossRef]

37. Cojutti, P.G.; Rinaldi, M.; Gatti, M.; Tedeschi, S.; Viale, P.; Pea, F. Usefulness of Therapeutic Drug Monitoring in Estimating the
Duration of Dalbavancin Optimal Target Attainment in Staphylococcal Osteoarticular Infections: A Proof-of-Concept. Int. J.
Antimicrob. Agents 2021, 58, 106445. [CrossRef]

38. Cojutti, P.G.; Gatti, M.; Punt, N.; Douša, J.; Zamparini, E.; Tedeschi, S.; Viale, P.; Pea, F. Implementation and Validation of a
Bayesian Method for Accurately Forecasting Duration of Optimal Pharmacodynamic Target Attainment with Dalbavancin during
Long-Term Use for Subacute and Chronic Staphylococcal Infections. Int. J. Antimicrob. Agents 2024, 63, 107038. [CrossRef]

39. Cojutti, P.G.; Tedeschi, S.; Zamparini, E.; Viale, P.; Pea, F. Population Pharmacokinetics and Pharmacodynamics of Dalbavancin
and C-Reactive Protein in Patients with Staphylococcal Osteoarticular Infections. Clin. Pharmacokinet. 2024, 63, 1271–1282.
[CrossRef]

40. Gatti, M.; Viale, P.; Cojutti, P.G.; Zamparini, E.; De Paolis, M.; Giannella, M.; Pea, F.; Tedeschi, S. A Descriptive Case Series of the
Relationship between Maintenance of Conservative PK/PD Efficacy Thresholds of Dalbavancin over Time and Clinical Outcome
in Long-Term Treatment of Staphylococcal Osteoarticular Infections. Int. J. Antimicrob. Agents 2023, 61, 106773. [CrossRef]

41. Senneville, E.; Cuervo, G.; Gregoire, M.; Hidalgo-Tenorio, C.; Jehl, F.; Miro, J.M.; Seaton, A.; Söderquist, B.; Soriano, A.;
Thalhammer, F.; et al. Expert Opinion on Dose Regimen and Therapeutic Drug Monitoring for Long-Term Use of Dalbavancin:
Expert Review Panel. Int. J. Antimicrob. Agents 2023, 62, 106960. [CrossRef] [PubMed]

42. Cattaneo, D.; Fusi, M.; Galli, L.; Genovese, C.; Giorgi, R.; Matone, M.; Merli, S.; Colaneri, M.; Gori, A. Proactive Therapeutic
Monitoring of Dalbavancin Concentrations in the Long-Term Management of Chronic Osteoarticular/Periprosthetic Joint
Infections. Antimicrob. Agents Chemother. 2024, 68, e00023-24. [CrossRef]

43. Lafon-Desmurs, B.; Gachet, B.; Hennart, B.; Valentin, B.; Roosen, G.; Degrendel, M.; Loiez, C.; Beltrand, E.; D’Elia, P.; Migaud, H.;
et al. Dalbavancin as Suppressive Therapy for Implant-Related Infections: A Case Series with Therapeutic Drug Monitoring and
Review of the Literature. Eur. J. Clin. Microbiol. Infect. Dis. 2024, 43, 1475–1480. [CrossRef] [PubMed]

44. Page, M.J.; McKenzie, J.E.; Bossuyt, P.M.; Boutron, I.; Hoffmann, T.C.; Mulrow, C.D.; Shamseer, L.; Tetzlaff, J.M.; Akl, E.A.;
Brennan, S.E.; et al. The PRISMA 2020 Statement: An Updated Guideline for Reporting Systematic Reviews. BMJ 2021, 372, n71.
[CrossRef]
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