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Real-World Data (RWD) and Real-World Evidence (RWE)
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RCT vs. Real-World Study

Lee Y et al., ERJ Open Res 2023; 9.



중증천식: Registries and Study Groups
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중증천식 워크그룹(연구팀): 연혁과 활동(1)
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Korean Severe Asthma Registry (KoSAR): 목표

Kim SH et al., Korean J Intern Med 2022; 37:249-60.

https://www.severeasthmawg.com

• To assess the demographics, clinical characteristics, and heterogeneous phenotypes of 

severe asthma

• To understand the natural course and progression of severe asthma and the responses and 

adverse reactions to medications through long-term regular follow-ups

• To estimate the burden and treatment status of severe asthma 

• To develop better strategies for management of severe asthma in Korea 



다기관 연구 네트워크: 참여기관

지역별 참여기관과 연구자(총 41기관)



조직 / 위원회: 구성 및 운영



중증천식의 이질성(heterogeneity)

Moore WC et al., Ann Am Thorac Soc 2013; 10 Suppl:S118-24.

• A proposed combination of the adult and pediatric SARP clinical clusters



중증천식: 등록과 장기추적

• 등록기준

– adult asthma with treatment history of ≥12 months on regular follow-up

– uncontrolled asthma despite GINA step 4-5 treatment

– irrespective of smoking history or COPD features

• 정기적 장기추적



중증천식: 등록환자 특성

• 등록환자 인구학적, 임상적 특성 분석(KoSAR-1, n= 489)

Kim MH et al., Allergy Asthma Immunol Res 2019; 11:43-54



한국 중증천식 환자들의 특징: 다른 나라와 비교

• International Severe Asthma Registry (ISAR)

• ERS, Severe Heterogeneous Asthma Research collaboration, Patient-centred (SHARP)

Wang E et al., Chest 2020; 157:790-804.

van Bragt J et al., Eur Respir J 2020; 55.



노인에서 중증천식

• Severe asthma (SA) in the elderly (30%)

• characterized by lower lung function, less type 2-low airway inflammation, and comorbidity 
with COPD

Lee HY et al., Allergy Asthma Immunol Res 2024; 16:267-78.



Asthma-COPD Overlap in patients with SA

• Specialist-diagnosed asthma asthma-COPD Overlap (ACO)

Lee H et al., Allergy 2021; 76:223-32.



Asthma-COPD Overlap: analysis from KoSAR and KOCOSS

• ACO from KoSAR and KOCOSS (Korean COPD subgroup study)

• ACO in COPD: 19.8% (defined as BDR ≥ 15% and ≥ 400 mL or blood eosinophil ≥ 300 /μL

• ACO in severe asthma: 12.5% (defined as age ≥ 35 years, smoking ≥ 10 pack-years, and 
post-bronchodilator FEV1/FVC <0.7)

Joo H et al., J Korean Med Sci 2022; 37:e236.



Management of asthma, COPD and ACO

Albertson TE et al., Expert Opin Pharmacother 2020; 21:213-31



OCS dependent asthma 

Lee JH et al., Allergy Asthma Immunol Res 2022; 14:412-23.

• 121 of 562 (21.5%) patients were defined as having OCS-dependent asthma (OCS use ≥6 
months over the last 12 months) 

• older at symptom onset and had a higher prevalence of anxiety, worse lung function, and 
used more medication than the control group



OCS dependent asthma: 사망률

Lee H et al., Eur Respir J 2019; 54

• The Korean National Health Insurance Service database from 2005 to 2015

• A population-based matched cohort study of asthma patients ≥ 18 years 

• 8,334 (1.8%) CS dependent asthma of 466,941 adult asthmatics



OCS 이상반응



천식악화와 OCS 사용에 대한 환자들의 인식

Song WJ et al., ERJ Open Res 2021;7.

• Qualitative interview with adults with severe asthma from 3 tertiary hospitals in Korea

• Conceptual diagram of the overarching theme clusters regarding asthma exacerbation and 
experience in patients with severe asthma



OCS sparing strategy 

Allergy Asthma Respir Dis (in press)

• “중증 천식 환자 스테로이드 사용과 감량에 대한 전문가 의견서”



중증천식에서 생물학적 제제: 한국 현실 

Kim SH et al., Allergy Asthma Immunol Res 2018; 10:225-35

Kim MH et al., Allergy Asthma Immunol Res 2019; 11:43-54

성분
(상품명)

작용기전 적응증 허가 보험급여

Omalizumab

(Xolair® ) 항 IgE 6세 이상 중증 알레르기 천식 2007 2020

Mepolizumab

(Nucala® ) 항 IL5 18세 이상 중증 호산구성 천식 2016 2023

Reslizumab

(Cinqair® ) 항 IL5 18세 이상 중증 호산구성 천식 2017 2023

Benralizumab

(Fasenra® ) 항 IL5R 18세 이상 중증 호산구성 천식 2019 2024

Dupilumab

(Dupixent® ) 항 IL4Rα
12세 이상 중증 호산구성 천식

OCS 의존성 중증천식
2020 X

Tezepelumab
(Tezspire®) 항 TSLP 12세 이상 중증 천식 2023 X



중증천식에서 생물학적 제제: Real World Evidence

Park SY et al., Allergy Asthma Immunol Res 2024; 16:253-66.

• multicenter, retrospective cohort study included 136 patients with severe asthma who received 

biologics (≥4 months) (Sep 2017 – Jul 2022)

• Responder: excellent of good GETE score (the Global Evaluation of Treatment Effectiveness) 

score



중증천식의 증상: 환자의 입장에서

Majellano EC et al., ERJ Open Res 2024; 10.

• Qualitative study in Australia and UK

• People with asthma are burdened by breathlessness and cough and other disabling symptoms

• Cough was a source of frustration



조절되지 않는 천식증상: 기침

Lee HY et al., Lung 2024; 202:405-14.

• relationship between cough severity and quality of life in patients with severe asthma

• cough severity remained significantly associated with ACT, SAQ scores and EQ-5D index in 
multivariate analyses adjusted for wheeze severity and other confounders



중증천식에서 Work-Related Asthma (WRA)

Lee Y et al., World Allergy Organ J 2024; 17:100903.

• 18% WRA (asthma symptom aggravation at the workplace)

• affecting all the age groups (12-25%)

• more likely to experience anxiety (7.7% vs. 2.4%) and depression (12.3% vs. 3.7%)

• lower QoL than those without WRA



중증천식에서 마스크 영향

Sohn KH et al., J Asthma Allergy 2022; 15:1065-8.

• Assessment of perceptions on COVID-19 and wearing face masks in patients with severe 
asthma from 5 university hospitals

• exercise capacity in asthma patients with or without mask 



Management of Severe Asthma during COVID-19 

Kim S et al., Allergy Asthma Immunol Res 2020; 12:897-901.



환자등록과 임상정보 수집 및 추적관찰



Gut permeability in severe asthma

• SA is associated with increased gut permeability

• atopy identified as the most significant patient trait influencing this condition

Choi DY et al., Allergy 2024.



중증천식 평가와 관리 전문가의견서(2020)

Kim BK et al., Allergy Asthma Immunol Res 2020; 12:910-33.



2024 중증천식 심포지엄
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