Clinical Trial Protocol
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General information

Reason for update

Acronym

IRCT registration information
IRCT registration number: IRCT20161104030698N1
Registration date: 2017-12-21, 1vaf/-9/¥-
Registration timing: prospective

Last update: 2017-12-21, \vag/-q/¥-
Update count: 0

Registration date
\vas/-q/r- ,2017-12-21

Registrant information
Name
520l Ol
Name of organization / entity
Country
Ol oMl 550>
Phone
3578 3228 31 98+
Email address
i.namjoo@nutr.mui.ac.ir

Recruitment status
Recruitment complete
Funding source

Expected recruitment start date
\vas/v-/-1,2017-12-22

Expected recruitment end date
\vas/1v/va ,2018-03-20

Actual recruitment start date
empty

Actual recruitment end date
empty

Trial completion date
empty
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Protocol summary

Study aim
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Design
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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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Secondary lds
empty

Ethics committees

1

Ethics committee
Name of ethics committee
olgaol Sy pole ol G5! aaS
Street address
Olgaol Sivjy pole o8l wnyz Llin ¢ wlgael
City
olgaol
Province
Olgaol
Postal code
8174673461
Approval date
\¥a0/1v/\Y ,2017-03-02
Ethics committee reference number
IR.MUI.REC.1395.3.370

Health conditions studied
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Description of health condition studied
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ICD-10 code
F90
ICD-10 code description
Attention-deficit hyperactivity disorders

Primary outcomes
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Description
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Description
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Description
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Scientific title
cilrsST il oyl 595 0 Domolisg b )b JoSo il o
1366 oljgel Giwls 5o ulgtdl sbsiSL o jUgeund spuS] yeu
s gz 7 o5 5| a Wiso alluw

Public title
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Purpose
Treatment
Inclusion/Exclusion criteria
:Inclusion criteria
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Age
From 6 years old to 13 years old
Gender
Both

Phase
3
Groups that have been masked

Participant e
Investigator e
Outcome assessor
Data analyser e

Sample size
Target sample size: 84
More than 1 sample in each individual
Number of samples in each individual: 2
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(Randomization (investigator's opinion
Randomized
Randomization description
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(Blinding (investigator's opinion
Double blinded
Blinding description
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Used
Assignment
Parallel
Other design features
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Category
N/A

Recruitment centers

1

Recruitment center
Name of recruitment center
Olgiuol (S psls oluiils w5l pols lasins 5 s
Full name of responsible person
wisil ssls saio ol
Street address
pole wliizi 5S 0 gi Oliw)low cuig cuid OLL> (Olgaol
sols,
City
Olgaol
Province
Olgaol
Postal code
81465-993
Phone
2135 3222 3198+
Email
jbs@bsrc.mui.ac.ir
Web page address
/http://bsrc.mui.ac.ir

Sponsors / Funding sources
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Sponsor
Name of organization / entity
uL@.w| u&.w).v ro_g.LC oL<.ah.i|.)
Full name of responsible person
MR ChoRi Sgo
Street address
Wlgiol Sy pale olSisly «cu,z e OLLs + olgiol
oK.ﬁu.ib U g jy uugl.v.o 4 oJLn.ﬁu uLm:Lw
City
Olgael
Province
Olgaol
Postal code
8174673461
Phone
0048 3668 31 98+
Email
am.alavi@nutr.mui.ac.ir
Web page address
/http://research.mui.ac.ir
Grant name
Grant code / Reference number
Is the source of funding the same sponsor
?organization/entity
Yes
Title of funding source
Olgiuol Sy pole oKl
Proportion provided by this source
100
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Description
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Description
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Secondary outcomes
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Description
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Timepoint
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Method of measurement
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Description
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Description
win culled

Timepoint
adllos shal s

Method of measurement
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Intervention groups
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Description
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Category
Treatment - Drugs
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Description
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Postal code
81746-73461
Phone
3154 3792 31 98+
Fax
1378 3668 31 98+
Email
am.alavi@nutr.mui.ac.ir
Web page address
/http://nutr.mui.ac.ir

Person responsible for updating data

Contact

Name of organization / entity
Olgauol Sy psle ol

Full name of responsible person
320l Olol

Position
adss pgle i)l el S s gzl

Latest degree
Bachelor

Other areas of specialty/work
Al

Street address
wlgaol Sy pole oBanls wnyz Jla 0bls « olgael
wilae p_g.l.\’« 9 Ad% 025w >

City
olgaol

Province
olgasol

Postal code
81746-73461

Phone
3154 3792 31 98+

Fax
1378 3668 31 98+

Email
i.namjoo@nutr.mui.ac.ir

Web page address
/http://nutr.mui.ac.ir

Sharing plan

(Deidentified Individual Participant Data Set (IPD
Undecided - It is not yet known if there will be a plan to
make this available

Study Protocol
Undecided - It is not yet known if there will be a plan to
make this available

Statistical Analysis Plan
Undecided - It is not yet known if there will be a plan to
make this available

Informed Consent Form
Undecided - It is not yet known if there will be a plan to
make this available

Clinical Study Report
Undecided - It is not yet known if there will be a plan to
make this available

Analytic Code
Undecided - It is not yet known if there will be a plan to
make this available

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
Olgtuol Sy pole oKiuils

Full name of responsible person
winl ssle jgaio ol

Position
Jbobiwl

Latest degree
.Ph.D

Other areas of specialty/work
a iy

Street address
wlgaol Sivjy psls 0Bl wayz lin 0Ll « olgasl
wilae p}l& 9 WA 028wl

City
Olgaol

Province
Olgaol

Postal code
81746-73461

Phone
3154 3792 31 98+

Fax
1378 3668 31 98+

Email
am.alavi@nutr.mui.ac.ir

Web page address
/http://nutr.mui.ac.ir

Person responsible for scientific
inquiries

Contact

Name of organization / entity
ul@.n.;a| .,_,S.uu)J p_g.LC olimjb

Full name of responsible person
izl ssls guaio sl

Position
Sboliwl

Latest degree
.Ph.D

Other areas of specialty/work
aydi

Street address
wleaal oSy psle oliuily iz L obls .+ olgaol
wla pgle g ayizi 0aSuiuils

City
Olgaol

Province

Olgaol
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Undecided - It is not yet known if there will be a plan to Data Dictionary
make this available




