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Z Health Canada

Obsah a vysledky vyhledavani na této strance jsou v jazyce
poskytnutém vyrobcem. Pristup a pouziti klinickych informaci se ridi
Podminkami pouziti .

Studijni dokumenty

1.0.7 Obecna poznamka pro recenzenta

Anonymizacni zprava

2.5 Klinicky prehled
Klinicky prehled

Klinicky prehled - 12-15 let

Klinicky prehled — odpovédi souvisejici se stresem z vakein
kvéten-2021

Klinicky prehled - NEJM - Imunokompromitovana

2.7.1 Souhrn biofarmaceutickych studii a souvisejicich analytickych
metod

Souhrn biofarmaceutickych studii a souvisejicich analytickych
metod

2.7.3 Souhrn klinické uc¢innosti

Souhrn klinické (i¢innosti

Shrnuti klinické ucinnosti - 12-15 let

2.7.4 Souhrn klinické bezpeénosti
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https://clinical-information.canada.ca/ci-rc/item/252736
https://www.canada.ca/en/services/health.html
https://clinical-information.canada.ca/ci-rc/terms
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m1/ca/anonymization-report.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/25-clin-over/clinical-overview-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/25-clin-over/clinical-overview-2.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/25-clin-over/clinical-overview-3.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/25-clin-over/clinical-overview-4.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m2/27-clin-sum/summary-biopharm.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/27-clin-sum/summary-clin-efficacy-covid19-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/27-clin-sum/summary-clin-efficacy-covid19-2.pdf&id=252736

Souhrn klinické bezpecnosti

Shrnuti klinické bezpecnosti - 12-15 let

5.3.5.1 Zpravy o kontrolovanych klinickych studiich souvisejicich s
uvadénou indikaci

C4591001 — Faze 1/2/3, placebem kontrolovana, randomizovana, pozorovatel-slepa
studie zamérena na vyhledavani davek k vyhodnoceni bezpeénosti, snasenlivosti,
imunogenicity a u€innosti kandidatti vakciny SARS-CoV-2 RNA proti COVID-19 ve

zdravi Jednotlivci

Zavérecna analyza Prubézné synopse

Zavéreéna analyza Interim Errata

Organ prubézné zpravy o zavéreéné analyze

Zaverecna analyza prozatimni vypravéni (citlivé)

Zavérecna analyza Prozatimni protokol nebo dodatek

Formular zpravy o predbézném vzorku pripadu zavérecné
analyzy

Zavérecna analyza Plan analyzy priibéznych statistickych metod

Prozatimni 6mési¢ni synopse

Prozatimni 6mési¢ni Errata

Organ prozatimni zpravy za 6 meésicii

Prozatimni 6mésiéni pribéh (citlivy)

Prozatimni 6mésic¢ni protokol nebo dodatek

Formular predbézného 6meésicniho vzorového pripadu

Prozatimni 6meési¢ni plan analyzy statistickych metod

Synopse prozatimnich adolescentii

Interim Adolescents Errata
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https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/27-clin-sum/summary-clin-safety-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m2/27-clin-sum/summary-clin-safety-2.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/c4591001-fa-interim-synopsis_Marked_Unblinded_Redacted.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/RED-C4591001%20-%20Final%20Analysis%20Interim%20Errata.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/c4591001-fa-interim-report-body_Unblinded_Redacted.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/c4591001-fa-interim-narrative-sensitive_Transformed%20Age_Unblinded_Redacted.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/RED-C4591001%20-%20Final%20Analysis%20Interim%20Protocol%20or%20Amendment.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/RED-C4591001%20-%20Final%20Analysis%20Interim%20Sample%20Case%20Report%20For.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/c45/RED-C4591001%20-%20Final%20Analysis%20Interim%20Statistical%20Methods%20Analysis.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-synopsis-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-report-body-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-report-body-2.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-report-body-3.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-protocol.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-sample-crf-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-statistical.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-synopsis-2.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-report-body-4.pdf&id=252736

Interim Adolescents Report Body

Vypraveni pro prechodné dospivajici (citlivé)

Vzorovy formular pro hlaseni pripadu prozatimnich

dospivajicich

Tabulky stitkt ad hoc

BNT162-01 — Vicemistna, faze I/ll, dvoudilna, studie s eskalaci davek zkoumajici
bezpecénost a imunogenicitu ¢tyr profylaktickych RNA vakcin proti SARS-CoV-2
proti COVID-19 s pouzitim riznych rezimu davkovani u zdravych dospélych

Treti prozatimni synopse

Treti organ pro pribéznou zpravu

Treti prozatimni pozndmky pro ¢tenare

Treti prozatimni protokol nebo dodatek

Formular zpravy o tretim prozatimnim vzorku pripadu

Treti plan analyzy pribéznych statistickych metod

Datum zmény:
2023-04-06
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https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-report-body-5.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../251730/m5/c4591001-narratives-12-15_Redacted.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-sample-crf-2.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-c4591001/red-c4591001-report-body-6.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-bnt162-01/red-bnt162-01-synopsis.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-bnt162-01/red-bnt162-01-report-body-1.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-bnt162-01/red-bnt162-01-report-body-2.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-bnt162-01/red-bnt162-01-protocol.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=../244906/m5/bnt/RED-BNT162-01%20-%20Interim%20Sample%20Case%20Report%20Form.pdf&id=252736
https://clinical-information.canada.ca/ci-rc-vu.pdf?file=m5/53-clin-stud-rep/535-rep-effic-safety-stud/covid19/5351-stud-rep-contr/red-bnt162-01/red-bnt162-01-statistical.pdf&id=252736

