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 ҂Җ҇Қ/ ̓  ̔ ҃ҍҒ/ ̓ 

 ҉ҙ҇Қ/ Ҝ  ̔ ҃ҍҒ/ ҏ҇Ҏқ ҆  ҃ Қ, 

 ҋқҍҜ҆ ҋҒ҇ҎҔ҃ ґ҇ҍ҅Ҕ ҏ҇ғҚҖ :Қ 
SAPHNELO  

CONCENTRATE FOR SOLUTION FOR INFUSION 

   

 :҃ҍҚ҆ 
ANIFROLUMAB 300 MG 

 ґ҇ҍ҅Ҕ ҎҔ Ҕҋ҅҇҆Ҏ Ҝқҙ҃Ґ Ҏ҂Ққҋ ҆ҙҋҒ҈҆ҚҊғ҂ ҜҚ҃҉  ҇ҎҔ҆Ҏ ґ  ґҍҚҘҎ ґ҇ҎҔ҆҇ ҂Җ҇Қ  ҅ҚқҐ Ҝ҇҂Қ҇҆Ҏ ҏ҂Ҝ҆҃
 ҌҋҚ҂Ҝ҃ Ҝ҇҂ҋҚ҃҆    ҋҎ҇ҋ2024 . 

 
  :҆ҋ҇҇Ҝ҆ 

Saphnelo is indicated for the treatment of adult patients with moderate to severe systemic 

lupus erythematosus (SLE), who are receiving standard therapy. 

Limitations of Use: 

The efficacy of SAPHNELO has not been evaluated in patients with severe active lupus 

nephritis or severe active central nervous system lupus. Use of SAPHNELO is not 

recommended in these situations. 

 :ҏҒҋ҆ ҂Җ҇ҚҎ ґ҇ҎҔ҃ ҏҋҋҜ҇҆Ґ҆ ҏҋҒ҇ҍ҅Ҕ҆ 

8.1 Clinical Trials Experience 

Long-term Safety 

Patients who completed Trials 2 and 3 (Phase III feeder trials) were eligible to 
continue on treatment in a randomized, double-blind, placebo-controlled long-term 
extension (LTE) study, for an additional 3 years. The long-term safety of SAPHNELO 
was assessed in 257 patients who received anifrolumab 300 mg and 112 patients 
who received placebo in both a feeder trial and the LTE. Of these, 177 patients who 
received SAPHNELO (68.9%) and 52 patients who received placebo (46.4%) 
completed a total of 4 years on treatment. The overall long-term safety profile of 
SAPHNELO was consistent with Trials 1, 2 and 3. 

Specific Adverse Reactions 

Infections 

In the 52-week controlled-clinical trials, infections were reported in a greater 
proportion of patients while on treatment with SAPHNELO compared to placebo 
(69.7% [320/459] versus 55.4% [258/466]), corresponding to exposure-adjusted 
incidence rates (EAIR) of 141.8 and 99.9 per 100 patient years (PY), respectively. 
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Serious Infections 

In the 52-week controlled-clinical trials, the incidence of serious infections while on 
treatment was 4.8% (22/459) in patients treated with SAPHNELO compared with 
5.6% (26/466) in patients receiving placebo, corresponding to EAIR of 5.4 and 6.6 per 
100 PY, respectively. The most frequent serious infection was pneumonia. 

In the 52-week controlled-clinical trials, fatal infections occurred in 0.4% of patients 
receiving SAPHNELO and 0.2% of the patients receiving placebo. 

During the LTE study, the most common serious infections were COVID-19 and 
pneumonia. 

Herpes Zoster 

In the 52-week controlled-clinical trials, the incidence of herpes zoster in patients 
while on treatment with SAPHNELO was 6.1% (28/459) and 1.3% (6/466) in patients 
on placebo, corresponding to EAIRs of 6.9 and 1.5 per 100 PY, respectively. Cases 
with multidermatomal involvement and disseminated presentation have been 
reported. Of the 28 SAPHNELO-treated patients with herpes zoster, 2 experienced 
disseminated disease requiring hospitalization compared to none among patients 
who received placebo. 

Hypersensitivity Reactions Including Anaphylaxis  

During the drug SLE development program, there was one report of an anaphylactic 
reaction in a patient who received 150 mg anifrolumab, and 2 4 reports of 
angioedema after 300 mg. In general, the hypersensitivity reactions were 
predominantly mild or moderate in intensity and did not lead to discontinuation of 
SAPHNELO. 

In the 52-week controlled-clinical trials, hypersensitivity reactions occurred in 2.8% 
(13/459) of patients while on treatment with SAPHNELO and 0.6% (3/466) of patients 
on placebo, corresponding to EAIR of 3.2 and 0.7 per 100 PY, respectively. Serious 
hypersensitivity reactions were reported for 0.6% (3/459) of patients receiving 
SAPHNELO, including angioedema (n=2). 

Infusion-related Reactions 

Infusion-related reactions were mild to moderate in intensity; the most common 
symptoms were headache, nausea, vomiting, fatigue, and dizziness. 

In the 52-week controlled-clinical trials, the incidence of infusion-related reactions 
while on treatment was 9.4% (43/459) in patients while on treatment with SAPHNELO 
and 7.1% (33/466) in patients on placebo, corresponding to EAIRs of 11.1 and 8.7 
per 100 PY, respectively. 
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Malignancies 

In 52-week controlled-clinical trials, malignancies (excluding non-melanoma skin 
cancers) were observed in 0.7% (3/459) and 0.6% (3/466) of patients receiving 
SAPHNELO and placebo, corresponding to EAIR of 0.7 and 0.7 per 100 PY, 
respectively. Malignant neoplasm (including non-melanoma skin cancers) was 
reported for 1.3% (6/459) patients receiving SAPHNELO, compared to 0.6% (3/466) 
patients receiving placebo (EAIR: 1.3 and 0.7 per 100 PY, respectively). The 
malignancies that were reported in more than one patient treated with SAPHNELO 
included breast cancer and squamous cell carcinoma. 

8.2 Immunogenicity 

As with all therapeutic proteins, there is potential for immunogenicity. The detection of 
antibody formation is highly dependent on the sensitivity and specificity of the assay. 
Additionally, the observed incidence of antibody (including neutralizing antibody) 
positivity in an assay may be influenced by several factors including assay 
methodology, sample handling, timing of sample collection, concomitant medications, 
and underlying disease. For these reasons, comparison of the incidence of antibodies 
to anifrolumab in the trials described below with the incidence of antibodies in other 
trials or to other products may be misleading. 

In Trials 2 and 3, anti-anifrolumab antibodies were detected in 6 of 352 (1.7%) 
patients who received SAPHNELO at the recommended dosing regimen during the 
60-week study period. The clinical relevance of the presence of anti-anifrolumab 
antibodies is not known. 

8.2 Postmarketing Experience 

The following adverse reaction has been identified during post-approval use of 
SAPHNELO. Because the reactions are reported voluntarily from a population of 
uncertain size, it is not always possible to reliably estimate their frequency or 
establish a causal relationship to drug exposure. 

Arthralgia. 

12.3 Pharmacokinetics 

Elimination 

From population PK analysis, anifrolumab exhibited non-linear PK due to IFNAR1-
mediated drug clearance. 

Following the administration of anifrolumab at a dose of 300 mg via intravenous 
infusion every 4 weeks, the estimated systemic clearance (CL) for anifrolumab was 
0.193 L/day. 

Based on population PK analysis of patients who received SAPHNELO for one year, 
serum concentrations of anifrolumab were below detection in 95% of patients 
approximately 16 weeks after the last dose. 
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12.6 Immunogenicity 

The observed incidence of anti-drug antibodies is highly dependent on the sensitivity 
and specificity of the assay. Differences in assay methods preclude meaningful 
comparisons of the incidence of anti-drug antibodies in the studies described below 
with the incidence of anti-drug antibodies in other studies, including those of 
anifrolumab. 

In Trials 2, 3, and the long-term extension, treatment emergent anti-anifrolumab 
antibodies were detected in 9 of 350 (ADA incidence 2.6%) patients who received 
SAPHNELO at the recommended dosing regimen for up to 4 years.  

Because of the low occurrence of anti-drug antibodies, the effect of these antibodies 
on the pharmacokinetics, pharmacodynamics, safety, and/or effectiveness of 
anifrolumab products is unknown. 

 

   ҏҋҒ҇ҍ҅Ҕ  ҏҋҋҜ҇҆Ґ ґҍҚҘҎ ґ҇ҎҔ҃ : 

 Ҝ҇ҔҖ҇Ҝ  ҋ҂҇҇Ҏ 
 ҇ҎҒҖ҂ғ   Ҏ҇ҎҔ   ҏ҇Қ҄Ҏ   Ҝ҇ҔҖ҇ҜҎ   ҋ҂҇҇Ҏ   Ҝ҇Қ҇Ґ҉   Ҝ҇ҎҎ҇ҍ҆ : 

•   :ҏҋҚ҇Ґ҉ ҏҋҐ҇҆ҋ҈  ҆Ҝ҂ .ҏҋҐ҇҆ҋ҈҃ ҏ҉Ҏҋ҆Ҏ ҌҎқ ґ҇ғҋ҉҆ ҜҍҚҔҐ ҜҎ҇ҍҋ Ҝ҂ ҅ҋҚ҇҆Ҏ Ҏ҇ҍҋ ҇ҎҒҖ҂ғ
 ґ҇ҍҋғ҃ Ҝ҇ҋ҆Ҏ Ҏ҇ҎҔ  ґҐ҈҃ )ҚҊғ҇҈ ғҖҚ҆( ҜҚ҄҇҉ Ҝҙ҃Ҏқ҇ ҆ҐҋқҒ҆ ҋҍҚ҅҃ ҏҋҐ҇҆ҋ҈ ҉ҜҖҎ ҚҜ҇ҋ ҆҇҃҄

ҏҋҐ҇҆ҋ҈ .҇ҎҒҖ҂ғ҃ Ҏ҇ҖҋҊ҆      ҎҎ҇ҍ([ ҆Ғ҇Қ҇ҙ19-COVID )]    ҇҂ ҈҇Җқ҂Ҏ Ҏҋ҃҇҆Ҏ ,ҏҋҚ҇Ґ҉ Ҝ҇ҋ҆Ҏ ҏҋҎ҇ҎҔ
  .Ҝ҇҇Ґ ̔ ҋҐ Ҝ҇ҒҖҎ қҋ   ҂Җ҇ҚҎ   :ҏ҇҆ҋ҈ Ҏқ ҏҋ҂҃҆ ҏҋҒҋҐғҜ҆Ґ ҚҜ҇ҋ ҇҂ ҅҉҂ ҌҎ қҋ ҏ҂ 

o  ҇҂ ҆Ҕ҈҆ ,ҏ҇҉ Ҝ҇Қ҇ҐҚҐҘ 

o  ҏҋҚҋҚқ ҋ҃҂ҍ 

o  Ҏ҇Ҕҋқ 

o  ̓ ҐҋқҒ ҚҘ҇ҙ 

o  ґҜқ ґҜҐ ҜҔ҃ ҆҃ҋҚҘ 

o   ґҜқ ґҜҐ҃ Ҝ҇ҖҋҍҜ 

o  ґҊ҃ ҃҂ҍ ҇҂ Ҏ҇қҎқ 

o  ҕ҇҄҆ ҎҔ ҏҋҔҘҖ ҇҂ ҃҂҇ҍ ҇҂ ҏ҇҅҂ ,ҏҋҐ҉ Қ҇Ҕ 

 Ҕ҃ҙҒ ҏҚҊ ґҜ҇҉ҋҍққ Ҝ҇ҔҖ҇Ҝ( ҆Ҕ҇҅ҋ ҆Ғҋ҂ ґҜ҇҉ҋҍққ ҋ҂҇҇Ҏ Ҝ҇ҔҖ҇Ҝ )҆ 
• ҃҂ҍ  ҜҚ҂( ҏҋҙҚҖҐ )҆ҋ҄ҎҚ 

 
 ҏҋҒҐ҇ғҐ҆ ҏҋҒ҇ҍ҅ҔҎ ҂ҚҙҐ : 

 Ҕ҃Ҙ҃ ҜҒҐ҇ғҐ ҋҜ҇҆Ґ ҊғҙҊ ҜҖғ҇Ҝ Ҏ҇҉ҍ . 
 Ҕ҃Ҙ҃ ҆Ҙ҇҉ ҇ҙ҃ ҜҒҐ҇ғҐ ҊғҙҊ Ҝҙҋ҉Ґҏ҇҅҂ . 

 
 ҏҋҒ҇ҎҔ҆   ҎҔ҃Ҏ ҆ҋҒҖ ҋ҅ҋ ҎҔ ҏҋғҖ҅҇Ґ ҏҎ҃ҙҎ ґҜҋҒ҇ ,Ҝ҇҂ҋҚ҃҆ ҅ҚқҐ ҚҜ҂҃қ Ҝ҇Җ҇ҚҜ҆ Қ҄҂Ґ҃ ҏҋҐғҚ҇ҖҐ
 .ҏ҇қҋҚ҆ 

                                    ,҃Қ ҅҇҃ҍ҃                                                                 

                                            ґ҇ғ҃҇҅ Ҏ҃Ғҙ ґҋҚ҂ҙ     
                      ̓ Ғ҇ҐҐ Ҝ҉ҙ҇Қ                                          

                                             Ґ"Ҕ҃ )Ҏ҂Ққҋ( ҆ҙҋҒ҈҆ҚҊғ҂ 


