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Summary

Slides summarize details of interventional clinical studies with their
outcomes for 7 key drugs studied by TFORD

Only interventional studies have been included in this update

Data is updated with studies published/released till 20t July 2020

Detailed information regarding clinical studies and data for other
drugs studied by TFORD are listed here -

https://docs.google.com/spreadsheets/d/1Q0xxC6 vat6vvPPeQwwc

8vyYmMVFyTgx8EOrlfsBdpWrc/edit?usp=sharing

For more information regarding drugs studied by TFORD please visit
- http://www.nclinnovations.org/covid19/



https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing
http://www.nclinnovations.org/covid19/
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List of Drugs Reviewed in this Update

€ Hydroxychloroquine
€ Remdesivir

€ Tocilizumab

& Favipiravir

€ Umifenovir

€ Dexamethasone

€ IFN-B



Clinical Data Update
Drug # Hydroxychloroquine

TFORD

&J/ covimss

Drug Type Route of Approved for COVID-19
Administration
India Others
Hydroxychloroquine (HCQ) AV Oral Yes (P) No
Study A Location | Study Type | Population Size Stage Dose Outcome &
Remarks
(TFORD View)
Gautretet al France NR; T 36 Mild HCQ- Oral/600mg/TID/10D Positive Effect
HCQ+AZT - Oral/500mg-D1 (severalinadequacies
/250mg/QD/4D froma statistical
perspective)
ChenJunet al China RT; T 30 Moderate HCQ-Oral/400mg/QD/5D No effect
Lee et al China NA; P 211 COVID-ve; Exposed HCQ-400mg/QD/14D Inconclusive due to to
lack of controls
Boulwareetal USA RT; P 821 COVID-ve; Exposed HCQ-800 mg+600mg/QD/D1,600mg No effect
QD/4D
Tanget al China RT; T 150 Mild/Moderate/ HCQ-1200 mg/QD/3D; 800 No effect
Severe mg/QD/14D-21D
Torjesen etal UK RT; T 4764 Hospitalized HCQ-10days; Dosedatanot No effect
(Recovery available (Interim data)
Trial
Chenet al China RT, T 48 Moderate HCQ- 200 mg/BID/10D No effect
valcantietal Brazil RT;P&T 667 (504 COVID+ve) COVID-ve; Mild/Moderate HCQ - 400 mg/BID/7D No effect
HQ + AZT - 400 mg/BID+500
mg/QD/7D
Skipperetal USA, RT,P&T 395 COVID-veexposed, COVID+ve | HCQ-800 mg+600mg/QD/D1, 600 mg No effect
Canada Mild QD/4D

|:| Published |:| Pre-prints/Press release /Others

Formore details: h

AV- Anti-viral; Al — Anti-inflammatory; AC — Anti-coagulant; T - Therapeutic; P - Prophylactic; CM - Used for clinical management (according to clinical management
guidelines); A - Only includes interventional trials ; RT — Randomized Trial; NR — Non-randomized studies; NA — Data not available

Data for interventional trials updated till 20th July 2020



https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing
https://www.sciencedirect.com/science/article/pii/S0924857920300996?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S0924857920300996?via%3Dihub
https://www.sciencedirect.com/science/article/pii/S0924857920300996?via%3Dihub
https://pubmed.ncbi.nlm.nih.gov/32391667/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7162746/
https://www.nejm.org/doi/full/10.1056/NEJMoa2016638?query=featured_home
https://www.bmj.com/content/369/bmj.m1849
https://www.bmj.com/content/369/bmj.m2263
https://www.bmj.com/content/369/bmj.m2263
https://www.bmj.com/content/369/bmj.m2263
https://www.bmj.com/content/369/bmj.m2263
https://www.bmj.com/content/369/bmj.m2263
https://www.medrxiv.org/content/10.1101/2020.06.19.20136093v1
https://www.nejm.org/doi/full/10.1056/NEJMoa2019014
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7384270/

TFORD

Clinical Data Update G

Drug # Remdesivir

Drug Type Route of Approved for COVID-19
Administration
India Others
Remdesivir (RDV) AV Injectable Yes (T) Yes (T)
Study A Location Study Population Stage Dose Outcome & Remarks
Type Size (TFORD View)
Grein et al 9 countries NR; T 53 Severe RDV- 200mg/D1; 100mg/QD/9D Positive effect
(study has no control arm)
Spinello et al Italy NR; T 35 Severe RDV- 200mg/D1; 100mg/QD/ 9D Inconclusive due to to lack of
controls
Beigel et al us RT; T 1063 NA RDV- 200mg/D1; 100mg / QD/9D Positive effect
(Interim Data)
Goldmanet al us RT; T 397 Severe RDV- 200mg/D1; 100mg/ QD/9D No effect
(Interim data, no control arm)
Gilead 180sites; 15 RT; T NA Moderate RDV- 5 or 10 day treatment; Dose data Positive effect (5D)
Announcement countries not available
Wanget al China RT; T 237 Moderate/Se RDV- 200mg/D1; 100mg/ QD/2-10D No effect

vere

|:| Published |:| Pre-prints/Press release/Others AV- Anti-viral; Al — Anti-inflammatory; AC—Anti-coagulant; T- Therapeutic; P - Prophylactic; CM - Used for clinical management (according to
clinical management guidelines); A - Only includes interventional trials ; RT —Randomized Trial; NR — Non-randomized studies; NA —Data not

available

Formore deftails: h Data for interventional trials updated till 20t" July 2020



https://www.nejm.org/doi/pdf/10.1056/NEJMoa2007016
https://www.nejm.org/doi/pdf/10.1056/NEJMoa2007016
https://www.nejm.org/doi/pdf/10.1056/NEJMoa2007016
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7212963/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7212963/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7212963/
https://pubmed.ncbi.nlm.nih.gov/32445440/
https://pubmed.ncbi.nlm.nih.gov/32445440/
https://pubmed.ncbi.nlm.nih.gov/32445440/
https://www.nejm.org/doi/full/10.1056/NEJMoa2015301
https://www.gilead.com/news-and-press/press-room/press-releases/2020/6/gilead-announces-results-from-phase-3-trial-of-remdesivir-in-patients-with-moderate-covid-19
https://www.gilead.com/news-and-press/press-room/press-releases/2020/6/gilead-announces-results-from-phase-3-trial-of-remdesivir-in-patients-with-moderate-covid-19
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(20)31022-9/fulltext
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing

TFORD

Clinical Data Update G

Drug # Tocilizumab
Drug Type Route of Approved for COVID-19
Administration
India Others
Tocilizumab (TCZ) Al Injectable No (CM) No (CM)
Study A Location Study Population Stage Dose Outcome & Remarks
Type Size (TFORD View)
Morena et al Italy NR; T 51 Severe TCZ-35% -400mg/BID; 65% - Inconclusive due to lack
8mg/kg/BID of controls
Montalava et al Spain NR; T 82 Severe TCZ- 400mg or 600mg /Once Inconclusive due to lack
of controls
Perrone et al Italy NR; T 1221 Moderate/Severe TCZ-8 mg/kg/QD or BID Positive effect
(Singlearm study;
effective samplesizeis
onlyabout 180)
Sciasciaetal Italy NR; T 63 Severe TCZ-8 mg/kg/Once or twice Positive effect
(Singlearm study, no
control)
Stohbehn et al USA NR; T 32 Mild/Moderate TCZ- Group A- 200mg/120 mg/once Positive effect
TCZ- Group B- 1V/80mg/once
Roche Press NA RT; T 450 Severe TCZ- 8 mg/kg, up to a maximum No effect
Release dose 800 mg
(COVACTA)

|:| Published |:| Pre-prints/Press release/Others AV- Anti-viral; Al — Anti-inflammatory; AC—Anti-coagulant; T- Therapeutic; P - Prophylactic; CM - Used for clinical management (according to
clinical management guidelines); A - Only includes interventional trials ; RT —Randomized Trial; NR — Non-randomized studies; NA —Data not

available

Formore details: h

Data for interventional trials updated till 20t" July 2020


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7241995/
https://www.medrxiv.org/content/10.1101/2020.05.07.20094599v2
https://www.medrxiv.org/content/10.1101/2020.05.07.20094599v2
https://www.medrxiv.org/content/10.1101/2020.05.07.20094599v2
https://www.medrxiv.org/content/10.1101/2020.05.07.20094599v2
https://www.clinexprheumatol.org/abstract.asp?a=15723
https://www.clinexprheumatol.org/abstract.asp?a=15723
https://www.clinexprheumatol.org/abstract.asp?a=15723
https://www.medrxiv.org/content/10.1101/2020.07.20.20157503v1
https://www.medrxiv.org/content/10.1101/2020.07.20.20157503v1
https://www.medrxiv.org/content/10.1101/2020.07.20.20157503v1
https://www.roche.com/investors/updates/inv-update-2020-07-29.htm
https://www.roche.com/investors/updates/inv-update-2020-07-29.htm
https://www.roche.com/investors/updates/inv-update-2020-07-29.htm
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing

TFORD

Clinical Data Update G

Drug # Favipiravir

Drug Type Route of Approved for COVID-19
Administration
India Others
Favipiravir (FPV) AV Oral Yes Yes
Study A Location Study Population Stage Dose Outcome &
Type Size Remarks
(TFORD View)
Caietal China NR; T 80 Mild/Moderate FPV-1600mg/BID/D1; 600mg Positive effect
/BID/D2-14
Chang Chen et China RT; T 240 NA FPV- 1600 mg/BID/D1; 600 No effect
al mg/BID/D2 -D7,10

UFV-200mg/TID/7-10D

Lou et al China RT; T 30 Mild FPV- 1600 mg or 2200mg/ D1 No effect
/600mg/TID/D5-D14
Baloxavir-80mg/QD/D1,7,14

Glenmark Press India RT; T NA Mild/Moderate FPV- 3,600 mg (1,800 mg BID) D1 + Positive effect
Release 1,600 mg (800 mg BID) (D2 or (Improvement over
later)/14D the control arm was

only numerical,and
not statistically
significant)

|:| Published |:| Pre-prints/Press release/Others  AV- Anti-viral; Al — Anti-inflammatory; AC—Anti-coagulant; T - Therapeutic; P - Prophylactic; CM - Used for clinical management (according to
clinical management guidelines); A - Only includes interventional trials ; RT—Randomized Trial; NR —Non-randomized studies; NA —Data not

available

Formore details: h Data for interventional trials updated till 20t" July 2020



https://www.sciencedirect.com/science/article/pii/S2095809920300631
https://www.medrxiv.org/content/10.1101/2020.03.17.20037432v1.full.pdf
https://www.medrxiv.org/content/10.1101/2020.03.17.20037432v1.full.pdf
https://www.medrxiv.org/content/10.1101/2020.04.29.20085761v1.full.pdf
http://www.glenmarkpharma.com/sites/default/files/Glenmark-Announces-Top-Line-Results-From-Phase-3 -Clinical.pdf
http://www.glenmarkpharma.com/sites/default/files/Glenmark-Announces-Top-Line-Results-From-Phase-3 -Clinical.pdf
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing

TFORD

Clinical Data Update G

Drug # Umifenovir

Drug Type Route of Approved for COVID-19
Administration
India Others
Umifenovir (UFV) AV Oral No No
Study A Location Study Population Stage Dose Outcome & Remarks
Type Size (TFORD View)
Li et al China RT; T 44 Mild/Moderate UFV-100mg/TID/7-14D No effect
Lopinavir/Ritonavir-200mg-
50mg/BID/7-14D
Chang Cheng et China RT; T 240 NA UFV-200mg/TID/7-10D No effect
al FPV- 1600 mg/BID/D1; 600
mg/BID/D2 -D7,10

|:| Published |:| Pre-prints/Press release/Others  AV-Anti-viral; Al - Anti-inflammatory; AC—Anti-coagulant; T - Therapeutic; P - Prophylactic; CM - Used for clinical management (according to
clinical management guidelines); A - Only includes interventional trials ; RT —Randomized Trial; NR —Non-randomized studies; NA —Data not
available

Formore details: h

Data for interventional trials updated till 20t July 2020


https://www.sciencedirect.com/science/article/pii/S2666634020300015
https://www.medrxiv.org/content/10.1101/2020.03.17.20037432v1.full.pdf
https://www.medrxiv.org/content/10.1101/2020.03.17.20037432v1.full.pdf
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing

Clinical Data Update
Drug # Dexamethasone

TFORD

% covimss

Drug Type Route of Approved for COVID-19
Administration
India Others
Dexamethasone (DEX) Al Oral No (CM) Yes
Study A Location Study Population Stage Dose Outcome & Remarks
Type Size (TFORD View)
Horby et al UK RT; T 6425 NA DEX - 6 mg/QD/upto 10D Positive effect
(RECOVERY (Interim Data)
Trial

[__] published [ ] Pre-prints/Pressrelease/Others

Formore details: h

AV- Anti-viral; Al — Anti-inflammatory; AC—Anti-coagulant; T- Therapeutic; P - Prophylactic; CM - Used for clinical management (according to
clinical management guidelines); A - Only includes interventional trials ; RT —Randomized Trial; NR —Non-randomized studies; NA —Data not
available

Data for interventional trials updated till 20t July 2020


https://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1
https://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1
https://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1
https://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1
https://www.medrxiv.org/content/10.1101/2020.06.22.20137273v1
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing

TFORD

Clinical Data Update G
Drug # IFN-P3

Drug Type Route of Approved for COVID-19
Administration
India Others
Interferon Beta (IFN-$) Al Injectable No No
Study A Location Study Population Stage Dose Outcome & Remarks
Type Size (TFORD View)
Davoudi- Iran RT, T 81 Hospitalized /Severe IFN-B-1a-44 micrograms/ml (12 Positive effect
Monfared et al million IU/ml)/SC/TID/14D
(Add on treatment)
Synairgen Press UK RT; T 101 Hospitalized SNG0O01 —Inhaled version of IFN- Positive effect
Release B-1a
Dose - NA

|:| Published |:| Pre-prints/Press release/Others AV- Anti-viral; Al - Anti-inflammatory; AC— Anti-coagulant; T - Therapeutic; P - Prophylactic; CM - Used for clinical management (according to
clinical management guidelines); A - Only includes interventional trials ; RT —Randomized Trial; NR — Non-randomized studies; NA —Data not
available

Formore details: h

Data for interventional trials updated till 20t" July 2020


https://aac.asm.org/content/early/2020/07/08/AAC.01061-20
https://aac.asm.org/content/early/2020/07/08/AAC.01061-20
https://aac.asm.org/content/early/2020/07/08/AAC.01061-20
https://aac.asm.org/content/early/2020/07/08/AAC.01061-20
https://aac.asm.org/content/early/2020/07/08/AAC.01061-20
https://www.synairgen.com/wp-content/uploads/2020/07/200720-Synairgen-announces-positive-results-from-trial-of-SNG001-in-hospitalised-COVID-19-patients.pdf
https://www.synairgen.com/wp-content/uploads/2020/07/200720-Synairgen-announces-positive-results-from-trial-of-SNG001-in-hospitalised-COVID-19-patients.pdf
https://www.synairgen.com/wp-content/uploads/2020/07/200720-Synairgen-announces-positive-results-from-trial-of-SNG001-in-hospitalised-COVID-19-patients.pdf
https://www.synairgen.com/wp-content/uploads/2020/07/200720-Synairgen-announces-positive-results-from-trial-of-SNG001-in-hospitalised-COVID-19-patients.pdf
https://docs.google.com/spreadsheets/d/1QOxxC6_vat6vvPPeQwwc8yYmVFyTqx8E0rIfsBdpWrc/edit?usp=sharing
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