
SUMMARY OF PRODUCT CHARACTERISTICS 
 

This medicinal product is subject to additional monitoring. This will allow quick 
identification of new safety information. Healthcare professionals are asked to report 
any suspected adverse reactions. See section 4.8 for how to report adverse reactions. 

 

1 NAME OF THE MEDICINAL PRODUCT 
 
ENFLONSIA® 105 mg solution for injection in pre-filled syringe 
 

 

 
2 QUALITATIVE AND QUANTITATIVE COMPOSITION 

 

Each pre-filled syringe contains 105 mg of clesrovimab in 0.7 mL. 
 
Clesrovimab is a fully human immunoglobulin G1 kappa (IgG1κ) monoclonal 
antibody produced in Chinese hamster ovary (CHO) cells by recombinant 
DNA technology. 
 
Excipient with known effect 
 
This medicinal product contains 0.14 mg of polysorbate 80 in each 105 mg 
(0.7 mL) dose. 
 
For the full list of excipients, see section 6.1. 
 

 

3 PHARMACEUTICAL FORM 
 

Solution for injection (injection)  
 
Clear to slightly opalescent, colourless to slightly yellow solution, with a pH 
of 5.5 – 6.5, and an osmolality of 320 – 420 mOsm/kg.  
 

 

4 CLINICAL PARTICULARS 

4.1 Therapeutic indications 
 

ENFLONSIA is indicated for the prevention of respiratory syncytial virus (RSV) 
lower respiratory tract disease in neonates and infants during their first RSV season. 



 
ENFLONSIA should be used in accordance with official recommendations. 
 

 

4.2 Posology and method of administration 
 

Posology 
 
Neonates and infants: first RSV season 
The recommended dose is 105 mg administered as a single 0.7 mL 
intramuscular (IM) injection. 
 
For neonates and infants born during the RSV season, ENFLONSIA should be 
administered starting from birth. For infants born outside the RSV season, it 
should be administered once prior to the start of their first RSV season (see 
section 5.1). 
 
Dosing in infants with a body weight between 0.5 kg and 1.1 kg is based on 
extrapolation; no clinical data are available. Exposure in infants < 1.1 kg is 
anticipated to yield higher exposures than in those weighing more. The 
benefits and risks of clesrovimab in infants < 1.1 kg should be carefully 
considered. 
 
There are limited clinical data available in extremely preterm infants 
(gestational age (GA) < 29 weeks) who are of chronological age less than 
8 weeks. No clinical data are available in infants with a postmenstrual age (GA 
plus chronological age) of less than 32 weeks (see section 5.1). 
 
Infants undergoing cardiac surgery with cardiopulmonary bypass 
For infants undergoing cardiac surgery with cardiopulmonary bypass during 
the RSV season, an additional 105 mg dose is recommended as soon as the 
infant is stable after surgery to ensure adequate clesrovimab serum levels. 
 
Children from 1 to 18 years of age 
The safety and efficacy of clesrovimab in children aged 1 to 18 years have not 
yet been established. No data are available. 
 
Method of administration  
 
ENFLONSIA is for intramuscular use only. 
 
The medicinal product should be administered intramuscularly by a healthcare 
professional, in the anterolateral aspect of the thigh. It should not be injected 
in the gluteal area or areas where there may be a major nerve trunk and/or 
blood vessel.  
 
For instructions on handling of the medicinal product before administration, 
see section 6.6. 
 



 

4.3 Contraindications 
 

Hypersensitivity to the active substance or to any of the excipients listed in 
section 6.1. 

 
 

4.4 Special warnings and precautions for use 
 

Traceability 
 
In order to improve the traceability of biological medicinal products, the name 
and the batch number of the administered product should be clearly recorded. 
 
Hypersensitivity including anaphylaxis 
 
If signs and symptoms of a clinically significant hypersensitivity reaction or 
anaphylaxis occur, appropriate treatment and/or supportive therapy should be 
initiated. 
 
Individuals with thrombocytopenia and coagulation disorders 
 
As with any other intramuscular injections, clesrovimab should be given with 
caution to infants with thrombocytopenia or any coagulation disorder, because 
bleeding or bruising may occur following an intramuscular administration in 
these individuals. 
 
Excipients with known effect 
 
This medicinal product contains 0.14 mg of polysorbate 80 per dose. 
Polysorbates may cause allergic reactions.  
 

 

4.5 Interaction with other medicinal products and other forms of interaction 
 

No interaction studies have been performed. Monoclonal antibodies do not 
typically have significant interaction potential, as they do not directly affect 
cytochrome P450 enzymes and are not substrates of hepatic or renal 
transporters. Indirect effects on cytochrome P450 enzymes are unlikely as the 
target of clesrovimab is an exogenous virus. 

Clesrovimab does not interfere with reverse transcriptase polymerase chain 
reaction (RT-PCR) or rapid antigen detection RSV diagnostic assays that 
employ commercially available antibodies targeting antigenic site 0, I, II, III, 
or V on the RSV fusion (F) protein. For rapid antigen detection RSV 
diagnostic assay results which are negative when clinical observations are 



consistent with RSV infection, it is recommended to confirm using an RT-
PCR-based assay. 
 
Concomitant administration with childhood vaccines  
 
Since clesrovimab is a monoclonal antibody, a passive immunisation specific 
for RSV, it is not expected to interfere with the active immune response to co-
administered vaccines. 
 
There is limited experience of co-administration with vaccines. In clinical 
studies, when clesrovimab was given concomitantly with routine childhood 
vaccines, the safety profile of the co-administered regimen was similar to the 
safety profile when clesrovimab and childhood vaccines were administered 
alone. Clesrovimab can be given concomitantly with childhood vaccines. 
 
When clesrovimab is administered concomitantly with injectable vaccines, it 
should be given using a separate syringe and at a different injection-site. It 
should not be mixed with any vaccines or medications in the same syringe or 
vial (see section 6.2). 
 
There are no data regarding substitution of clesrovimab for palivizumab once 
prophylaxis treatment is initiated with palivizumab for the RSV season. 

 
 

4.6 Fertility, pregnancy and lactation 
 

Not relevant. 
 

 

4.7 Effects on ability to drive and use machines 
 
Not relevant. 
 

 

4.8 Undesirable effects 
 

Summary of the safety profile 
 
The most frequent adverse reactions were injection-site pain (6.5%), 
injection-site erythema (4.4%), injection-site swelling (3.2%) and rash (2.3%). 
Most (> 96%) of the adverse reactions were mild or moderate. 
 



Tabulated list of adverse reactions 
 
Safety was evaluated in 2 854 infants who received clesrovimab in phase 2b/3 
and phase 3 clinical studies (Study 004 and Study 007, respectively) (see 
section 5.1).  
 
Table 1 presents the adverse reactions reported in 2 409 preterm and full-term 
infants (GA ≥ 29 weeks) who received clesrovimab. 
 
Adverse reactions reported with clesrovimab are listed by MedDRA system 
organ class and in decreasing order of frequency. Frequencies are defined as 
very common (≥ 1/10), common (≥ 1/100 to < 1/10), uncommon (≥ 1/1 000 to 
< 1/100), rare (≥ 1/10 000 to < 1/1 000), and very rare (< 1/10 000) and not 
known (cannot be estimated from available data).  

 
Table 1: Adverse reactions  
 
System organ class Adverse reaction Frequency 

Rash* Common Skin and subcutaneous tissue 
disorders Urticaria Uncommon 

Injection-site pain† Common 
Injection-site erythema† Common 

General disorders and 
administration  site conditions 

Injection-site swelling† Common 
*Rash was defined by the following grouped preferred terms occurring within 14 days post-dose: rash, rash 
erythematous, rash papular, rash maculo-papular, rash vesicular, dermatitis allergic, and drug eruption  
†Solicited on Day 1 through Day 5 post-dose 

 
The safety profile of clesrovimab in 445 infants at increased risk of severe 
RSV disease entering their first season (Study 007, see section 5.1) was similar 
to palivizumab (450 infants) and consistent with the safety profile of 
clesrovimab in infants in Study 004. 
 
Serious adverse events reported in early preterm infants GA < 29 weeks were 
similar in number and pattern between recipients of clesrovimab (21/97 
participants) and palivizumab (31/108 participants). 
 
Subgroup analyses by age groups at randomisation (< 3 months; ≥ 3 to 
≤ 6 months and > 6 months) in Study 004 and Study 007 showed similar safety 
results in the clesrovimab and control arms (see section 5.1) across the age-
groups in each study. 
 
Reporting of suspected adverse reactions 
 
Reporting suspected adverse reactions after authorisation of the medicinal 
product is important. It allows continued monitoring of the benefit/risk balance 
of the medicinal product. Healthcare professionals are asked to report any 
suspected adverse reactions via the Yellow Card Scheme at: 
www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the 
Google Play or Apple App Store. 
 



 

4.9 Overdose 
 

There is no specific treatment for an overdose with clesrovimab. In the event 
of an overdose, the individual should be monitored for the occurrence of 
adverse reactions and provided with symptomatic treatment as appropriate. 
 

 

5 PHARMACOLOGICAL PROPERTIES 

5.1 Pharmacodynamic properties 
 

Pharmacotherapeutic group: Immune sera and immunoglobulins, antiviral 
monoclonal antibodies, ATC code: J06BD10 
 
Mechanism of action 
 
Clesrovimab is a fully human immunoglobulin G1 kappa (IgG1κ) neutralising 
monoclonal antibody with a triple amino acid substitution (YTE) in the 
Fc region which increases binding to the neonatal Fc receptor leading to an 
extended serum half-life. Clesrovimab provides passive immunity by targeting 
the RSV outer membrane fusion (F) protein to prevent viral entry into cells. 
 
Clesrovimab binds to a conserved epitope on antigenic site IV on the fusion 
F protein. Clesrovimab binds to RSV pre-fusion F glycoprotein and post-
fusion F glycoprotein with equilibrium dissociation constant values (KD) of 
71 pM and 480 pM, respectively. 
 
RSV A and B isolates were equipotently neutralised by clesrovimab in vitro. 
 
Pharmacodynamic effects 
 
Antiviral activity 
An in vitro infection neutralisation assay was used to determine clesrovimab 
potency against RSV strains A and B using HEp-2 cells. In the laboratory, 
clesrovimab neutralised RSV strain A and B with an IC50 ± SD of 6.0 ± 4.3 
and 3.0 ± 2.0 ng/mL, respectively. Clesrovimab was assessed for its ability to 
neutralise 47 RSV clinical isolates using a similar in vitro assay, with 
IC50 values ranging from 0.18 ng/mL to 11.11 ng/mL for RSV A and 
0.58 ng/mL to 29.65 ng/mL for RSV B. The clinical isolate panel consisted of 
a broad range of clinical RSV isolated between years 1987 and 2016. Recent 
clinical isolates (RSV A and RSV B) from 2016 through 2021 were 
equipotently neutralised by clesrovimab as compared to the reference RSV 
strains. Clesrovimab neutralises the virus without the requirement of Fc 
effector function. 
 



Antiviral resistance 
In cell culture 
Monoclonal antibody-resistant viral mutants (MARMs) were identified after 
serial infection in cell culture of RSV A or RSV B. Four RSV strain A 
MARMs for clesrovimab were generated after 6 rounds of serial infection. The 
4 MARM viruses were subjected to an additional 3 rounds of serial infection 
prior to being processed for characterisation. The 4 RSV A MARMs were 
sequenced and found to have substitutions located in the binding epitope 
region reported for clesrovimab, G446E, S443P and K445N, S443P and 
G446E, or S443P. An in vitro assay confirmed that clesrovimab was not able 
to neutralise the 4 MARMs. One RSV B MARM was identified after 9 rounds 
of serial infection. The RSV B MARM was found to have a substitution 
located in the binding epitope region reported for clesrovimab, S443P. 
 
In surveillance studies 
In sequences reported in the GenBank database, the RSV binding epitope for 
clesrovimab was highly conserved (99.8%). Thirteen clesrovimab epitope 
variants were identified, including 1 variant, I432T, identified in 5 RSV A and 
1 RSV B samples (0.04%). This variant was shown to reduce clesrovimab 
neutralising activities by 4 times (RSV A) and 1.6 times (RSV B). The I432T 
variant demonstrated reduced fitness as compared to the wild type virus. Two 
RSV A MARMs were identified with a substitution at position 446 (G446E). 
This substitution was found in 3 GenBank variant RSV A F sequences 
(0.02%) in the database. The in vitro data for the RSV A MARM virus with 
the G446E substitution suggest reduced viral fitness compared to wild type 
RSV strain A and are less likely to dominate in circulation in subsequent 
seasons compared to wild type. 
 
In a global surveillance study conducted between 2019 and 2023 in 
8 countries, which included both the Northern and Southern hemispheres, the 
clesrovimab binding site was highly conserved (100%). There were 652 RSV 
positive clinical samples collected from individuals of various ages. Of these, 
the 555 RSV positive sequenced clinical samples consisted of 300 RSV A 
(54%) and 255 RSV B (46%). There were no sequence variants identified in 
the clesrovimab binding site. 
 
In clinical studies 
Resistance substitutions were not associated with the development of 
RSV-associated disease in Study 004 and Study 007. Viral genotypic testing of 
RSV positive nasal swabs demonstrated that the majority of the clesrovimab 
binding site (IV) substitutions affected residue G446, resulting in the 
following substitutions: G446E, G446R or G446W (RSV A) and G446E or 
G446R (RSV B). The G446E substitution was previously found in the 
GenBank database and RSV MARM study. In Study 004, there was 1 case of 
RSV-associated hospitalisation (RSV A) with the G446W substitution. There 
were no cases of RSV-associated medically attended lower respiratory 
infection (MALRI) associated with any G446 substitution. In Study 007, 
1 case of RSV-associated MALRI (RSV A) and 1 case of RSV-associated 
severe MALRI (RSV B) in clesrovimab participants within 2 weeks of dosing 



carried the G446R substitution. No G446 substitutions were found in the 
placebo or palivizumab treatment arm. 
 
Cross-resistance 
Clesrovimab neutralised both palivizumab and nirsevimab resistant isolates. 
Clesrovimab was 5.2 times and 1.7 times more potent on the N262Y RSV A 
and RSV B palivizumab resistant clinical isolate strains, as compared to 
RSV A and B reference strains, respectively. Nirsevimab resistant mutants of 
RSV B strains (N208S, I64T+K68E, I64T+K68E+I206M+Q209R) observed 
in the clinic were equipotently neutralised by clesrovimab as compared to 
RSV B wild type control virus. The potency against 
L204S+I206M+Q209R+S211N RSV B mutant was undeterminable due to 
insufficient growth of the virus. 
 
Immunogenicity 
In Study 004 and Study 007, 12.0% (124/1033) and 13.0% (34/261) of 
participants who received clesrovimab were anti-drug antibodies (ADA)-
positive through Day 240, respectively. 
 
There was no identified impact of ADA on pharmacokinetics, RSV serum 
neutralising activity, or safety of clesrovimab during RSV season 1. The 
impact of ADA on efficacy could not be established. 
 
Clinical efficacy 
 
The efficacy and safety of clesrovimab were evaluated in preterm and full-
term infants in the clinical studies 004 and 007.  
 
Efficacy against RSV-associated MALRI, hospitalisation, and severe MALRI in 
neonates and infants entering their first RSV season (Study 004) 
Study 004 was a Phase 2b/3, randomised, double-blind placebo-controlled, 
multicentre study conducted in 22 countries from the Northern and Southern 
hemispheres to evaluate the efficacy of clesrovimab in healthy early and 
moderate preterm infants (≥ 29 to < 35 weeks GA) and late preterm and 
full-term infants (≥ 35 weeks GA). Participants were randomised 2:1 to 
receive a 105 mg dose of clesrovimab (n=2 412, including 422 early and 
moderate preterm infants) or saline placebo (n=1 202, including 209 early and 
moderate preterm infants) by intramuscular injection. 
 
Among participants who received clesrovimab or saline placebo, the median 
age of infants was 3.1 months (range: 0 to 12 months); 14.9% were ≤ 1 month 
of age; 34.5% were > 1 to ≤ 3 months; 30.6% were > 3 to ≤ 6 months; 20.1% 
were > 6 months; and 51.1% were male. Of these participants, 17.5% were GA 
≥ 29 to < 35 weeks and 82.5% were GA ≥ 35 weeks. The median body weight 
was 5.8 kg (range: 1.6 to 11.9 kg). The racial distribution was as follows: 
45.2% were White; 26.6% were Asian; 13.8% were Black or African 
American; 12.2% were multi-racial and 1.9% were American Indian or Alaska 
Native; 28.1% were of Hispanic or Latino ethnicity. 
 



The primary endpoint was the incidence of RSV-associated MALRI 
characterised as cough or difficulty breathing and requiring ≥ 1 indicator of 
LRI (wheezing, rales/crackles) or severity (chest wall in-drawing/retractions, 
hypoxemia, tachypnoea, dehydration due to respiratory symptoms) through 
150 days after dosing. Medically Attended (MA) includes all healthcare 
professional visits in settings such as outpatient clinic, clinical study site, 
emergency department, urgent care centre, and/or hospital. The statistical 
criterion for success required the lower bound of the 95% CI of efficacy to be 
greater than 25%. 
 
RSV-associated hospitalisation through 150 days after dosing and 
RSV-associated MALRI through 180 days after dosing were also evaluated as 
secondary endpoints. RSV-associated hospitalisation was defined as 
hospitalisation for respiratory symptoms with a positive test for RSV. For 
RSV-associated hospitalisation through 150 days, the statistical criterion for 
success required the lower bound of the 95% CI of efficacy to be greater than 
0%. 
 
RSV-associated severe MALRI, a pre-specified exploratory endpoint, 
characterised by 1) cough or difficulty breathing and 2) severe hypoxemia or 
the need for supplemental oxygen or mechanical ventilatory support, was 
evaluated through 150 days after dosing.  
 
All efficacy endpoints evaluated required an RSV positive RT-PCR 
nasopharyngeal (NP) sample. 
 
Table 2 displays the efficacy results for RSV-associated disease endpoints, in 
order of increasing severity, in preterm and full-term infants from Days 1 
through 150 post-dose. 

 
Table 2: Incidence of RSV-associated disease in preterm and full-term infants 
Days 1 through 150 Post-dose (Study 004) 
 
 
RSV-Associated 
Endpoint 

Clesrovimab 
(n=2 398) 

Placebo 
(n=1 201) 

 Number  
of cases 

Incidence 
 rate 
over 

5 months 

Number  
of cases 

Incidence 
 rate 
over 

5 months 

Efficacy 
(95% CI)* 

 

MALRI 
(requiring ≥ 1 
indicator of LRI 
or severity)  

60 0.026 74 0.065 
60.4% (44.1, 

71.9)† 
 

Hospitalisation‡ 
9 0.004 28 0.024 

84.2% (66.6, 
92.6)† 

 
Severe MALRI§ 2 0.001 12 0.01 91.7% (62.9, 98.1) 
n=Number of participants eligible for inclusion in the full analysis set population. 



* Based on relative risk reduction vs placebo. Estimate and 95% CI of efficacy were estimated from the modified 
Poisson regression with robust variance method.  
†Pre-specified multiplicity controlled; p-value < 0.001 
‡An exploratory analysis evaluated RSV-associated LRI hospitalisation characterised by cough or difficulty 
breathing and requiring ≥1 indicator of LRI or severity in hospitalised infants with an RSV positive RT PCR NP 
sample (5 cases/2398 in the clesrovimab arm and 27 cases/1201 in the placebo arm; endpoint not multiplicity 
controlled). The estimated efficacy was 90.9% (95% CI: 76.2, 96.5). 
§Exploratory efficacy endpoint, not multiplicity controlled. 

 
Subgroup analyses of the primary efficacy endpoint of RSV-associated 
MALRI by gestational age, chronological age, body weight, sex, race and 
region showed results consistent with the overall population. 
 
When analysed through 180 days after dosing, the efficacy estimate for 
RSV-associated MALRI (requiring ≥1 indicator of LRI or severity) was 59.5% 
(95% CI: 43.3, 71.1).  
 
The incidence rates of RSV-associated MALRI (requiring ≥ 1 indicator of LRI 
or severity) in the second season in the absence of additional prophylaxis 
(Days 365 through 515 post-dose) were similar between recipients of 
clesrovimab (53 events/1008 participants, incidence = 0.055 over 5 months) 
and placebo (26 events/501 participants, incidence = 0.054 over 5 months). 
 
Efficacy against RSV-associated MALRI and hospitalisation in infants at 
increased risk of severe RSV disease entering their first RSV season 
(Study 007) 
Study 007 is a phase 3, randomised, partially blind, palivizumab controlled, 
multicentre study conducted in 27 countries from the Northern and Southern 
hemispheres to evaluate the safety, efficacy and pharmacokinetics of 
clesrovimab in early (< 29 weeks GA) or moderate preterm infants (≥ 29 to 
≤ 35 weeks GA), and infants with chronic lung disease of prematurity or 
congenital heart disease of any GA, who are at increased risk for severe RSV 
disease entering in their first RSV season. Participants were randomised to 
receive clesrovimab (n=446, including 176 infants with chronic lung disease 
(CLD) of prematurity or haemodynamically significant congenital heart 
disease (CHD) and 270 early or moderate preterm infants (≤ 35 weeks GA) 
without CLD of prematurity or CHD), or palivizumab (n=450, including 
175 infants with CLD of prematurity or CHD and 275 early or moderate 
preterm infants (≤ 35 weeks GA) without CLD of prematurity or CHD) by 
intramuscular injection. Participants randomised to clesrovimab received a 
single 105 mg dose on Day 1 followed by a dose of placebo one month later; 
palivizumab was administered on Day 1 and every month thereafter for a total 
of 3 to 5 doses of 15 mg/kg.  
 
Among participants who received clesrovimab or palivizumab, the median age 
of infants was 2.5 months (range: 0 to 12 months); 14.3% were ≤ 1 month of 
age; 44.3% were > 1 to ≤ 3 months; 30.6% were > 3 to ≤ 6 months; 10.8% 
were > 6 months; and 49.8% were male. Of these participants, 27.9% had 
CLD, 11.3% had CHD, 5.6% were GA less than 29 weeks with neither CLD 
nor CHD and 55.2% were GA greater than or equal to 29 weeks with neither 
CLD nor CHD. The median body weight was 3.3 kg (range: 1.1 to 9.6 kg). 
The racial distribution was as follows: 52.2% were White; 18.1% were Asian; 



15.4% were Black or African American; 12.2% were multi-racial, and 1.3% 
were American Indian or Alaska Native; 31.7% were of Hispanic or Latino 
ethnicity. 
 
The efficacy of clesrovimab in infants at increased risk for severe RSV disease 
was established by extrapolation of efficacy of clesrovimab from Study 004 to 
Study 007 based on pharmacokinetic exposure (see section 5.2). In Study 007, 
the incidence rate of RSV-associated MALRI (requiring ≥ 1 indicator of LRI 
or severity) through 150 days after dosing was 3.6% (95% CI: 2.0, 6.0; 14 
cases/443 in analysis set) in the clesrovimab arm and 3.0% (95% CI: 1.6, 5.3; 
12 cases/437 in the analysis set) in the palivizumab arm. The incidence rate of 
RSV-associated hospitalisation through 150 days after dosing was 1.3% 
(95% CI: 0.4, 3.0; 5 cases/443 in analysis set) in the clesrovimab arm and 
1.5% (95% CI: 0.6, 3.3; 6 cases/437 in analysis set) in the palivizumab arm. 
 
Duration of protection 
Based on clinical efficacy data from Study 004, the duration of protection 
offered by a single dose of clesrovimab could extend through 6 months but the 
observation is limited by a low event incidence that occurred after 5 months 
post-dose. 

 
 

5.2 Pharmacokinetic properties 
 

The pharmacokinetic (PK) of clesrovimab is approximately dose-proportional 
following a single intramuscular administration of doses ranging from 20 mg 
to 210 mg in infants.  
 
Absorption 
 
The estimated clesrovimab absolute bioavailability is 77.8% and the median 
(range) time to maximum concentration is 6.5 (4.7, 11.0) days. 
 
Distribution 
 
The estimated apparent volume of distribution for clesrovimab is 830 mL, for 
a typical infant weighing 5 kg.  
 
Biotransformation 
 
Clesrovimab is degraded into small peptides by catabolic pathways. 
 
Elimination 
 
The clesrovimab terminal half-life is approximately 44.0 days and the 
estimated apparent clearance is 19.7 mL/day for a typical infant weighing 
5 kg. Consistent with other monoclonal antibodies, clesrovimab clearance is 
lower in younger infants and/or infants with lower body weight. 
 



Special populations 
 
No clinically significant differences in the pharmacokinetics of clesrovimab 
were observed based on race or vulnerability to severe RSV disease (i.e., CLD, 
CHD, or GA < 29 weeks). No clinical studies have been conducted to 
investigate the effect of renal or hepatic impairment. An effect of renal or 
hepatic impairment on clesrovimab pharmacokinetics is not expected. 
 
Pharmacokinetic/pharmacodynamic relationships 
 
RSV serum neutralising antibody (SNA) titre correlates with clesrovimab 
serum concentration. Following intramuscular administration of clesrovimab 
in infants, the RSV neutralising antibody titres in serum were estimated to be 
approximately 7 times higher than baseline at 4 hours after clesrovimab 
injection, and maximum titres were reached by Day 7, for a typical infant 
weighing 5 kg. At days 150 and 180 post administration of clesrovimab, the 
RSV neutralising antibody titres in serum were estimated to be approximately 
11 times and 7 times higher than baseline.  
 
Due to flat exposure efficacy relationship over the range of exposures studied 
in Study 004, no exposure or SNA titre threshold could be identified to confer 
protection against RSV disease. 
 

 

5.3 Preclinical safety data 
 

Non-clinical data reveal no special hazard for humans based on single dose 
tolerability, repeated dose toxicity and tissue cross-reactivity studies. 
 

 

6 PHARMACEUTICAL PARTICULARS 

6.1 List of excipients 
 

Histidine 
Histidine hydrochloride monohydrate 
Arginine hydrochloride 
Sucrose 
Polysorbate 80 (E433) 
Water for injections 
 

 

6.2 Incompatibilities 
 



In the absence of compatibility studies, this medicinal product must not be 
mixed with other medicinal products. 
 

 

6.3 Shelf life 
 

30 months 
ENFLONSIA may be kept at room temperature (20 °C - 25 °C) for a 
maximum 48 hours. After removal from the refrigerator, it must be used 
within 48 hours or discarded.  
 

 

6.4 Special precautions for storage 
 
Store in a refrigerator (2 °C – 8 °C). Do not freeze.  
Keep the pre-filled syringe in the outer carton in order to protect from light. 
Do not shake. 
 

 

6.5 Nature and contents of container 
 

0.7 mL solution in pre-filled syringe (Type I glass) with a plunger stopper and 
a tip cap with or without needles.  

 
ENFLONSIA is available in the following pack sizes: 
• 1 pre-filled syringe  
• 1 pre-filled syringe + 1 needle 
• 1 pre-filled syringe + 2 needles 
• 10 pre-filled syringes  
• 10 pre-filled syringes + 10 needles 
• 10 pre-filled syringes + 20 needles 
• Multipacks containing 50 (5 packs of 10) pre-filled syringes 

 
Not all pack sizes may be marketed. 
 

 

6.6 Special precautions for disposal 
 

Before injection, remove the carton from the refrigerator and allow the pre-
filled syringe to come to room temperature for approximately 15 minutes. 
Parenteral medicinal products should be inspected visually for particulate 
matter and discolouration prior to administration. It should not be used if 
particulate matter or discolouration is found. Do not use ENFLONSIA if the 



pre-filled syringe has been dropped or damaged, the security seal on the carton 
has been broken, or the expiry date has passed.  
Refer to Figure 1 for pre-filled syringe components. 

 
Figure 1: Pre-filled syringe components 
 

 
 

Step 1: Hold the syringe barrel in one hand and unscrew the tip cap by 
twisting it counter-clockwise with the other hand. Do not remove the Luer 
lock adaptor and the finger flange extender. 
 
Step 2: Attach a sterile Luer lock needle by twisting in a clockwise direction 
until the needle fits securely on the syringe. If not provided, due to the 
viscosity of the product, use a 25 gauge or larger needle.  
 
Step 3: Inject the entire contents of the pre-filled syringe intramuscularly, in 
the anterolateral aspect of the thigh. The medicinal product should not be 
injected in the gluteal area or areas where there may be a major nerve trunk 
and/or blood vessel.  
 
ENFLONSIA is for single use only. Any unused medicinal product or waste 
material should be disposed of in accordance with local requirements. 
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