Clinical Trial Protocol
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IRCT registration information
IRCT registration number: IRCT20200323046841N1
Registration date: 2020-03-28, 1\1'a9/-1/-9
Registration timing: registered_while_recruiting

Last update: 2020-04-11, \¥a9/-\/ry
Update count: 1

Registration date
\vq9/-1/-9,2020-03-28

Registrant information
Name
G Sigo
Name of organization / entity
Country
Olul oMl s, 50>
Phone
6148 3876 51 98+
Email address
yousefim@mumes.ac.ir

Recruitment status
Recruitment complete
Funding source

Expected recruitment start date
\vq9/-1/-9,2020-03-28

Expected recruitment end date
\¥a9/-v/v- ,2020-05-09

Actual recruitment start date
empty

Actual recruitment end date
empty

Protocol summary
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Settings and conduct
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Participants/Inclusion and exclusion criteria
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Intervention groups
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Main outcome variables
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General information

Reason for update
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Ethics committees

1

Ethics committee
Name of ethics committee
dgie Sy pols oisily FWS| aieS
Street address
JoSo o bl wibb 00Siwily 0iwly guso oLl Oluo
City
Province
S0y Obwl >
Postal code
9177745346
Approval date
\FaA/\Y/YYF ,2020-03-14
Ethics committee reference number
IR.MUMS.REC.1398.315

Health conditions studied

1

Description of health condition studied

19 5555
ICD-10 code

uo7.1
ICD-10 code description
COVID-19

Primary outcomes
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Description
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Timepoint

alzlwe jl oz g 8
Method of measurement
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Secondary outcomes
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Description
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Description
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Method of measurement
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Trial completion date
empty

Scientific title
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Public title
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Purpose
Treatment
Inclusion/Exclusion criteria
:Inclusion criteria
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Age
To 70 years old
Gender
Both

Phase
2-3
Groups that have been masked

Participant e

Care provider e
Outcome assessor e
Data analyser e

Sample size
Target sample size: 60

(Randomization (investigator's opinion
Randomized

Randomization description
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(Blinding (investigator's opinion
Triple blinded

Blinding description
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Placebo
Used

Assignment
Parallel

Other design features

Secondary Ids
empty




Province
S0y Obwl >
Postal code
9138813944
Phone
2081 3841 51 98+
Email
RIS@mums.ac.ir
Grant name
Grant code / Reference number
Is the source of funding the same sponsor
?organization/entity
Yes
Title of funding source
Jgido u&.w)a ,0_9.1.9 oKl
Proportion provided by this source
100
Public or private sector
Public
Domestic or foreign origin
Domestic
Category of foreign source of funding
empty
Country of origin
Type of organization providing the funding
Academic

Person responsible for general inquiries

Contact
Name of organization / entity
agite Sy pole ol
Full name of responsible person
GawWg Sigo
Position
bl
Latest degree
.Ph.D
Other areas of specialty/work
Street address
JaSo 5 wilpl wibo 0aSuisily 0iwils pauss wsolil Olase
City
Province
S0y Obwl >
Postal code
9177745346
Phone
38848930 51 0091
Email
yousefim@mumes.ac.ir

Person responsible for scientific
inquiries

Contact
Name of organization / entity
aguite Sy pole oKl
Full name of responsible person
GRWg Sdgo
Position

Intervention groups
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Description
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Category
Treatment - Drugs

2

Description
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Category
Placebo

Recruitment centers

1

Recruitment center
Name of recruitment center
Lo, plol Oliw Loy
Full name of responsible person
W Sigo
Street address
Lo, plol ylae
City
Province
S0,y Olwl >
Postal code
9177745346
Phone
3031 3854 51 98+
Email
yousefim@mumes.ac.ir

Sponsors / Funding sources

1

Sponsor

Name of organization / entity
JgiLo u&.wy ,0_9.15- oliaiu")

Full name of responsible person
SAi] (o s>

Street address
oiwily pLb>

City




JoSo 5 Gilul o sy

City Latest degree
Lgito .Ph.D
Province Other areas of specialty/work
ssoy olwls wiiw wabo
Postal code Street address
9177745346 0280wl - Sy pols rowga g oliuily Gy -l Olae
Phone JaSo g iyl wib
6148 3876 51 98+ City
Fax gio
. Email Province
yousefim@mums.ac.ir ssio) owl,>
Postal code
Sharing plan 9177745346
Phone
(Deidentified Individual Participant Data Set (IPD 6148 3876 51 98+
Undecided - It is not yet known if there will be a plan to Fax
make this available Email

Study Protocol

Undecided - It is not yet known if there will be a plan to
make this available . .
Statistical Analysis Plan Person responsible for updating data

Undecided - It is not yet known if there will be a plan to

yousefim@mumes.ac.ir

make this available o Co.ntact
Informed Consent Form Name of organization { entity
Undecided - It is not yet known if there will be a plan to Mino S iy pole ol
make this available Full name of responsible person
Clinical Study Report AWyl Sigo
Undecided - It is not yet known if there will be a plan to Position
make this available bl
Analytic Code Latest degree
Undecided - It is not yet known if there will be a plan to .Ph.D
make this available Other areas of specialty/work
Data Dictionary wiiw b
Undecided - It is not yet known if there will be a plan to Street address
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