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ABRYSVO艾沛兒呼吸道融合病毒疫苗簡介

適應症

• ⺟體在懷孕期間接種，提供出⽣⾄6個⽉⼤嬰兒被動免疫，以預防呼吸道融合病毒所引
起之下呼吸道疾病 (lower respiratory tract disease，LRTD)。

• 發生RSV疾病風險較高之18至59歲成人之主動免疫接種，以預防呼吸道融合病毒所引
起的下呼吸道疾病 (lower respiratory tract disease，LRTD)。

• 60歲以上成人之主動免疫接種，以預防呼吸道融合病毒所引起的下呼吸道疾病。

警語及注意事項

• 過敏（Hypersensitivity）和立即性嚴重過敏（Anaphylaxis）: 應隨時準備好適當的醫
療處置和監測，以因應疫苗接種後可能發⽣的立即性嚴重過敏事件。

• 焦慮相關反應: 接種疫苗時，被接種者可能會有對針頭注射產⽣⼼因性的焦慮相關反應，
包括⾎管迷⾛神經反應（暈厥）、過度換氣或壓⼒相關反應。重要的是須有確實的措施
以避免因暈厥引發的傷害。

• 同時患有其他疾病: 罹患急性疾病伴隨發燒者應延後接種。⽽輕微感染者如感冒時，不
應延後接種疫苗。

RSV, respiratory syncytial virus. 

ABRYSVO (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert
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• There are ~80,000 RSV-associated infant hospitalizations each year in the US3,*
• Prevention is important. Treatment options are limited to supportive care4

RSV是新生兒住院主要原因1

出生六個月內之嬰兒具有最高的RSV住院風險1

*These data come from a meta-analysis where a rate per 1,000 was applied to the 2020 birth cohort of 4.1 million infants less than 1 year old.3

RSV, respiratory syncytial virus.
1. Parikh RC, et al. Infect Dis Ther. 2017;6(4):477-486. 2. McMorrow M. Respiratory syncytial virus (RSV) seasonality in the United States and the burden of RSV in children. Presented at: Advisory Committee on Immunization Practices (ACIP) 
General Meeting; June 23, 2022; Atlanta, GA. 3. McLaughlin JM, et al. J Infect Dis. 2022;225(6):1100-1111. 4. Jain H, et al. Respiratory syncytial virus infection in children. In: StatPearls. NCBI Bookshelf version. StatPearls Publishing; 2023. 
Accessed January 8, 2024. https://www.ncbi.nlm.nih.gov/books/NBK459215/ 

Cumulative Data From 2016-2020: RSV-Associated Hospitalization Rates in Infants (0-6 Months)2
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嬰兒感染RSV所造成之死亡率與住院率較流感嚴重許多
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Influenza vaccination of all children aged 6–23 months was recommended by the Advisory Committee on Immunization Practices beginning in the 2004–2005 season.3

*Estimated infant RSV-associated mortality for pneumonia and influenza deaths, CDC data, 1990–1999. 
†Infant hospitalization rates for RSV and influenza, CDC data, 1993–2008.

CDC, Centers for Disease Control and Prevention; RSV, respiratory syncytial virus.

1. Thompson WW et al. JAMA. 2003;289(2):179-186. 2. Zhou H et al. Clin Infect Dis. 2012;54(10):1427-1436. 3. Harper SA et al. MMWR Recomm Rep. 2004;53(RR-6):1-40.
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MATISSE臨床試驗設計

收案條件
• Pregnant participants ≤49 years of age
• Gestational age at vaccination 

24-36 weeks
• Pregnant individuals with high-risk 

pregnancies were excluded from the 
study*

收案對象
• 260 Taiwan mothers participated
• 12.5% participation from Asia

ABRYSVO 120 μg (3,695 participants)

Placebo (3,697 participants)
1:1

A randomized, double-blind, multicenter, placebo-controlled study to investigate the efficacy and safety 
of ABRYSVO administered to pregnant individuals ≤49 years of age to protect their infants against RSV

*Pregnant individuals with high-risk pregnancies were excluded from the study (BMI>40 kg/m2 prior to pregnancy, pregnancies resulting after in vitro fertilization, preeclampsia, eclampsia, uncontrolled gestational hypertension, placental 
abnormalities, polyhydramnios or oligohydramnios, significant bleeding or blood clotting disorder, unstable endocrine disorders including untreated disorders of glucose intolerance or thyroid disorders).

BMI, body mass index; μg, microgram; RSV, respiratory syncytial virus.
Kampmann B, et al. N Engl J Med. 2023;388(16):1451-1464.

N=7,392



MATISSE臨床試驗結果: 孕婦24-36周接種ABRYSVO之嬰兒於
出生後6個月內減少了70%之嚴重RSV下呼吸道感染疾病1,2

MA-LRTI=medically attended lower respiratory tract infection; RSVpreF=RSV prefusion F.
1. Kampmann B, et al. N Engl J Med. 2023;388:1451-1464. 2. Munjal I. Presented at: 8th ReSViNET Conference; February 15, 2024; Mumbai, India.

Time Interval

RSVpreF 120 μg

N=3585

n (%)

Placebo

N=3563

n (%)

Final Analysis 

Vaccine Efficacy

(95% CI)

0–90 days after birth 6 (0.2) 34 (1.0) 82.4 (57.5–93.9)

0–180 days after birth 21 (0.6) 70 (2.0) 70.0 (50.6–82.5)
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孕婦受試者注射後7天內的局部與全身性反應: 嚴重程度大部分為輕微
到中度，且很快地於2-3天內緩解

*Any includes all participants who reported a reaction as mild, moderate, or severe during Day 1 to Day 7 after vaccination.

ABRYSVO® (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert.

Solicited Adverse Reactions Within 7 Days of Vaccination

Systemic adverse

reactions (ANY)*

ABRYSVO

n=3,663

(%)

Placebo

n=3,638-3,639

(%)

Fever (≥38.0°C) 2.6% 2.9%

Fatigue 46.1% 43.8%

Headache 31.0% 27.6%

Muscle pain 26.5% 17.1%

Nausea 20.0% 19.2%

Joint pain 11.6% 10.5%

Diarrhea 11.2% 11.5%

Vomiting 7.8% 7.0%

Local adverse

reactions (ANY)*

ABRYSVO

n=3,663

(%)

Placebo

n=3,639

(%)

Pain at the injection site 40.6% 10.1%

Redness 7.2% 0.2%

Swelling 6.2% 0.2%
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世界衛生組織建議第三孕期以後可接種疫苗預防嬰兒RSV嚴重感染
Scientific Advisory Group of Experts on Immunization (SAGE), 23-26 September 2024 

• Given the global burden of RSV disease, SAGE recommended that 

all countries introduce passive immunization for the prevention of 

severe RSV disease in young infants (provisional recommendation; 

final position paper to follow)

• For countries deciding to use the maternal vaccine to prevent severe 

RSV disease in infants, SAGE recommends a single dose of vaccine in 

the third trimester of pregnancy, as defined in the local context (third 

trimester starts at 28 weeks gestational age in most settings).

Highlights from the Meeting of the Strategic Advisory Group of Experts (SAGE) on Immunization, 23-26 September 2024

Available at sage-sept_2024-highlights_final.pdf
12
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https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3


1. World Health Organization. Vaccines against influenza: 
WHO position paper- May 2022. Published May 13, 2022. 
Accessed July 14, 2025. 
https://www.who.int/pub1ications/i/item/who-wer97l9

2. World Health Organization. Questions and Answers: 
COVID-19 vaccines and pregnancy. Published February 15, 
2022. Accessed July 14, 2025. 
https://www.who.int/publications/i/item/WH0-2019-nCoV-
FAQ-Pregnancy-Vaccines-2022.l

3. World Health Organization. Vaccination before and during 
pregnancy-what you need to know. Published April 15, 2024. 
Accessed July 14, 2025. 
https://www.who.int/europe/publications/m/item/vaccina
tion-before-and-during-pregnancy-what-you-need-to-know

4. American College of Obstetricians and Gynecologists. 
COVID-19 vaccines and pregnancy: conversation guide. 
Accessed July 14, 2025. https://www.acog.org/covid-
19/covid-19-vaccines-and-pregnancy-conversation-guide-
for-clinicians

5. Cinicola B, Conti MG, Terrin G, et al. The protective role of 
maternal immunization in early life. Front 
Pediatr.2021;9:638871.
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ABRYSVO艾沛兒呼吸道融合病毒疫苗簡介

適應症

• ⺟體在懷孕期間接種，提供出⽣⾄6個⽉⼤嬰兒被動免疫，以預防呼吸道融合病毒所引
起之下呼吸道疾病 (lower respiratory tract disease，LRTD)。

• 發生RSV疾病風險較高之18至59歲成人之主動免疫接種，以預防呼吸道融合病毒所引
起的下呼吸道疾病 (lower respiratory tract disease，LRTD)。

• 60歲以上成人之主動免疫接種，以預防呼吸道融合病毒所引起的下呼吸道疾病。

警語及注意事項

• 過敏（Hypersensitivity）和立即性嚴重過敏（Anaphylaxis）: 應隨時準備好適當的醫
療處置和監測，以因應疫苗接種後可能發⽣的立即性嚴重過敏事件。

• 焦慮相關反應: 接種疫苗時，被接種者可能會有對針頭注射產⽣⼼因性的焦慮相關反應，
包括⾎管迷⾛神經反應（暈厥）、過度換氣或壓⼒相關反應。重要的是須有確實的措施
以避免因暈厥引發的傷害。

• 同時患有其他疾病: 罹患急性疾病伴隨發燒者應延後接種。⽽輕微感染者如感冒時，不
應延後接種疫苗。

RSV, respiratory syncytial virus. 

ABRYSVO (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert
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60歲以上長者感染RSV所引起之死亡率與嚴重性可能高於流感

1-year survival was 74.2% for RSV-infected patients 
and 81.2% for influenza-infected patients (P<0.001)

In adjusted analysis, RSV was associated with increased 
severity in selected outcomes compared with influenza* 
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*Adults hospitalized with RSV were slightly older and had greater frequency of baseline comorbidities, including cardiopulmonary disease, than those hospitalized with influenza virus infection. 

COPD, chronic obstructive pulmonary disease; ICU, intensive care unit; RSV, respiratory syncytial virus, US, United States.

Ackerson B, et al. Clin Infect Dis. 2019;69(2):197-203. 
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RENOIR臨床試驗設計

*As determined by positive RT-PCR test within 7 days of symptom onset and lasting more than 1 day during the same illness.14
†“High-risk” does not include immunocompromised patients.
‡Conditions included heart disease, lung disease, asthma, COPD, CHF, diabetes, liver disease, and renal disease.9
CHF=congestive heart failure; COPD=chronic obstructive pulmonary disease; RSV=respiratory syncytial virus; RT-PCR=reverse transcription-polymerase chain reaction.

RT-PCR確認RSV陽性之下呼吸道疾病，包含≥ 2或≥ 3急性呼吸道感染症狀 (咳嗽、有痰、喘鳴、呼吸急促、呼吸過速) 持續一天以上

Walsh EE, et al. N Engl J Med. 2023;388(16):1465-1477



17Prespecified High Risk Condition: Heart Disease, Lung Disease, Diabetes, Liver Disease, Renal Disease, Current Tobacco Use

RSV-LRTI with ≥ 3 Symptoms
Number of Events Vaccine Efficacy

(95% CI)RSVpreF Placebo

Overall

Season 1 2 18 88.9% (53.6, 98.7)

Season 2 8 36 77.8% (51.4, 91.1)

Across 2 Seasons 10 54 81.5% (63.3, 91.6)

Without 

High Risk 

Conditions

Season 1 0 7 100% (30.6, 100)

Season 2 1 13 92.3% (48.8, 99.8)

Across 2 Seasons 1 20 95.0% (68.7, 99.9)

With ≥ 1 High

Risk Condition

Season 1 2 11 81.8% (16.7, 98.0)

Season 2 7 23 69.6% (26.7, 89.0)

Across 2 Seasons 9 34 73.5% (43.6, 88.8)

-20 0 20 40 60 80 100

Vaccine Efficacy (%, 95% CI)

N Engl J Med. 2024 Oct 17;391(15):1459-1460

Primary endpoint: 

RSV-LRTI with ≥3 symptoms

RENOIR臨床試驗結果: 
不論有無危險因子，ABRYSVO展現一致的疫苗效力

17



18
1. 95% CI; 2. One S1 case and one S2 case (both in the placebo group) and one S2 case in RSVpreF group were based on local testing without RSV subgroup. One S2 case in placebo group had both A and B subgroups.
LRTD = lower respiratory tract disease; RSV, respiratory syncytial virus; VE, vaccine efficacy.

RSV-LRTI with ≥ 3 Symptoms
Number of Events Vaccine Efficacy

(95% CI)RSVpreF Placebo

Overall

Season 1 2 18 88.9% (53.6, 98.7)

Season 2 8 36 77.8% (51.4, 91.1)

Across 2 Seasons 10 54 81.5% (63.3, 91.6)

RSV-A

Season 1 1 5 80.0% (-78.7, 99.6)

Season 2 5 26 80.8% (49.1, 94.2)

Across 2 Seasons 6 31 80.6% (52.9, 93.4)

RSV-B

Season 1 1 12 91.7% (43.7, 99.8)

Season 2 2 10 80.0% (6.1, 97.9)

Across 2 Seasons 3 22 86.4% (54.6, 97.4)

-20 0 20 40 60 80 100

Vaccine Efficacy (%, 95% CI)

Primary endpoint: 

RSV-LRTI with ≥3 symptoms

N Engl J Med. 2024 Oct 17;391(15):1459-1460

RENOIR臨床試驗結果: 
不論RSV-A或B，ABRYSVO整體展現相當的疫苗效力

18

-即時-

衛教雲

2
➢ 涵蓋高

➢ 保護廣



長者受試者注射後7天內局部性反應大多為輕度至中度，
症狀持續時間中位數為1-2天

*Severe is defined as preventing daily activity.
†“Any” includes all participants who reported a reaction as mild, moderate, or severe during day 1 to day 7 after vaccination.

1. Walsh EE, et al. N Engl J Med. 2023;388(16):1465-1477. 2. ABRYSVO (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert. 3. Joyce MC, et al. BMC Public Health. 2022;22(1):2351. 
doi:10.1186/s12889-022-14824-z
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ABRYSVO艾沛兒呼吸道融合病毒疫苗簡介

適應症

• ⺟體在懷孕期間接種，提供出⽣⾄6個⽉⼤嬰兒被動免疫，以預防呼吸道融合病毒所引
起之下呼吸道疾病 (lower respiratory tract disease，LRTD)。

• 發生RSV疾病風險較高之18至59歲成人之主動免疫接種，以預防呼吸道融合病毒所引
起的下呼吸道疾病 (lower respiratory tract disease，LRTD)。

• 60歲以上成人之主動免疫接種，以預防呼吸道融合病毒所引起的下呼吸道疾病。

警語及注意事項

• 過敏（Hypersensitivity）和立即性嚴重過敏（Anaphylaxis）: 應隨時準備好適當的醫
療處置和監測，以因應疫苗接種後可能發⽣的立即性嚴重過敏事件。

• 焦慮相關反應: 接種疫苗時，被接種者可能會有對針頭注射產⽣⼼因性的焦慮相關反應，
包括⾎管迷⾛神經反應（暈厥）、過度換氣或壓⼒相關反應。重要的是須有確實的措施
以避免因暈厥引發的傷害。

• 同時患有其他疾病: 罹患急性疾病伴隨發燒者應延後接種。⽽輕微感染者如感冒時，不
應延後接種疫苗。

RSV, respiratory syncytial virus. 

ABRYSVO (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert

Monet Study

3



呼吸道融合病毒疫苗納入台灣ACIP自費接種建議

(一) 有關RSV 疫苗自費接種建議，依113 年9 月9 日「成人及旅遊醫學疫苗工作小組」暨「兒
童及青少年預防接種時程工作小組」聯席會議決議「依國內呼吸道病毒監測資料顯示，RSV 檢
出比例相較其他呼吸道病毒低，對於成人感染預防成效相關資訊有限，且該病毒之防護措施與
常見呼吸道疾病一致」提報大會。參酌疾病管制署彙整美國、加拿大、英國等國際間接種建議，
建議下列對象如具接種需求，可至醫院或診所洽詢，經醫師評估後自費接種1 劑RSV 疫苗，以
預防感染RSV 引發的下呼吸道疾病：
1. 75 歲(含)以上成人。
2. 60-74 歲之RSV 疾病高危險群，包括有慢性肺病、心臟血管疾病、肝臟、腎臟等慢性疾病、

長期照顧機構與其他照顧機構住民。
3. 懷孕婦女(懷孕28-36 週)，以提供所生嬰兒出生後6 個月內之被動免疫。

(二) 後續請疾病管制署將RSV 疫苗相關資訊（含認識疫苗、自費接種建議、接種禁忌、注意事
項、接種後可能發生的反應等）增列於全球資訊網/預防接種專區/疫苗簡介/自費疫苗項下。

(提案單位：疾病管制署急性傳染病組)衛⽣福利部傳染病防治諮詢會預防接種組113 年第4 次會議紀錄

-即時-
衛教雲



ABRYSVO為雙價、叁適應症1，且同時具有優異疫苗效力與安全性
之RSV疫苗

22

孕婦接種保護6個月內嬰兒 – MATTISE臨床試驗2

• ABRYSVO預防懷孕24 ⾄ 36 週接種之孕婦所⽣嬰兒RSV 相關的嚴重下呼吸道疾病的疫
苗效⼒出⽣後90天為82.4%，出生後180 天為70.0 %

• ABRYSVO組和安慰劑組的早產比率無統計上顯著差異

60歲以上長者接種 – RENOIR臨床試驗3

• ABRYSVO在預防三種以上的RSV-LRTIs，經過兩個RSV季節後，疫苗效力為81.5% (第
一季88.9%，第二季77.8%) 。

• RSV疫苗可與其他成人疫苗合併施打，如COVID-19、流感、肺鏈、皮蛇等疫苗。

發生RSV疾病風險較高之18至59歲成人之主動免疫接種– MONET臨床試驗4

1. ABRYSVO (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert

2. Walsh EE, et al. N Engl J Med. 2023;388(16):1465-1477

3. Kampmann B, et al. N Engl J Med. 2023;388(16):1451-1464.

4. Davis M, et al. Clin Infect Dis. 2025;80(4):911-920.

2 3
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ProtectoR保肺雙門神

Pneumococcus

-PCV 13 & 20-

Copilot製圖

RSV

-Abrysvo-



健康臺灣推動委員會 健康台灣願景規劃報告 113年8⽉21日



成功關鍵因素?
康健2025-07-30從「三高防治」到「健康防線」：成人疫苗為健康台灣的關鍵拼圖

https://www.commonhealth.com.tw/article/92914
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Active medical advice may drastically improve vaccine uptake
醫師對疫苗的積極建議可⼤幅提升疫苗接種率

Centers for Disease Control and Prevention (CDC). MMWR Morb Mortal Whly Rep. 1988;37:657-661. 
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Copilot製圖
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