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Respiratory Syncytial Virus Infection: Developing Antiviral Drugs for Prophylaxis and Treatment
Guidance for Industry

Guideline on the clinical evaluation of medicinal products indicated for the prophylaxis or
treatment of respiratory syncytial virus (RSV) disease

TRS 1024 Annex 2. Guidelines on quality, safety and efficacy of respiratory syncytial virus
vaccines

TRS 927 Annex 1. Guidelines on Nonclinical Evaluation of Vaccines

TRS 850 Annex 3. Guideline for good clinical practice(GCP) for clinical trials on pharmaceutical
products

TRS 924 Annex 1. Guidelines on clinical evaluation of vaccines: regulatory expectations

WHO

TRS 987 Annex 2. Guidelines on the nonclinical evaluation of vaccine adjuvants and adjuvanted
vaccines

TRS 822 Annex 2. Guidelines for national authorities on quality assurance for biological
products

TRS 978 Annex 2. Guidelines for independent lot release of vaccines by regulatory authorities

Guideline on transmissible spongiform encephalopathies in relation to biological and
pharmaceutical products
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/respiratory-syncytial-virus-
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https://www.ema.europa.eu/en/treatment-prophylaxis-respiratory-syncytial-virus-rsv-disease-scientific-

guideline

S &7 MEGEHIO[2{A Wb It I0| =2fI(TIAR! QHLHAY), 2022.11.

_— = -
-0] QHHME 27 |MZEZEHIO[Z A Wil 2L D0|=2tRI0] CHEHK] 7| | 2ESAHL A ZFOlfF AT
?:Pé*% 7|Eet 2o 2 HARIX| D18t FEO| BEF0IM 2|1 SRl JHZO| JHy TIHE QIZE RSV e} 20|
57 M B0 A ML N Al DAl S XIS

o=

https://www.nifds.go.kr/brd/m_15/view.do?seq=13116
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1) Global Respiratory Syncytial Virus (RSV) Vaccine And Antibody Pipeline Market: Analysis By End User, By Type, By
Region, Size and Trends with Impact of COVID-19 and Forecast up to 2028, Daedal Research (2022.4)

2) [FDA] Respiratory Syncytial Virus Infection: Developing Antiviral Drugs for Prophylaxis and Treatment Guidance
for Industry, DRAFT, (2017.10)

3) [EMA] Guideline on the clinical evaluation of medicinal products indicated for the prophylaxis or treatment of
respiratory syncytial virus (RSV) disease (2018.10)
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