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Registration date
VE-¥N Y ,2025-01-19

Registrant information
Name
oxd aub oaw
Name of organization / entity
Country
Olpl oMl 5,580>
Phone
4843 8670 21 98+
Email address

rahide.t@iums.ac.ir

Recruitment status
recruiting
Funding source

Expected recruitment start date
VE-Y/AY-,2024-11-20

Expected recruitment end date
VF-0/-¥/t- ,2026-05-20

Actual recruitment start date
empty

Actual recruitment end date
empty

Trial completion date
empty
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Study aim
cumiog p D orolig 9 0aeli iariuio Olojad )b JaSo il puss
&9 cub wibosgs @ Xio D31 > iligsgi pME @i 5 romndS
v
Design
S s aw 15 jlse b 09,5 b 1 JiiS 09,8 9,15 il wuleLLS
s Sols pulwl o sl w9sLas . low 60 . 3 51 o w9slas
ol guinle SaS U el glice lawsi sl w9sai .oub)lez
Settings and conduct
0x8uiwly GUS| airaS 2wl g gy ciigleo L Tl cuguai Sl pay
aslllas ol 5332, o ST 0Ll Sy pols olKisly cailag
0l Loy & 03188 axzlya Ol low 1 ilo wilig g9 @ Yiso 1l
31575 b il 2,90 5l JoSa 9o b aidlss LUl 15T Jsms
200 .55 opoliyg Jlall o 2219 2000 Loliv ralsloo 05,3 51481 &
gl 9 2iiS bl > guundly 2l S 09,8 2,91 . x anls> o
aiioly a5l 05,5 JoSo b igles b 190 9 pobo o Ky Jloi
bvluo (PVP) Ogadou Juing oy Joliv gawdly slgizo il
Participants/Inclusion and exclusion criteria
Jw 65 W1 20 Liw 039330 45 2 95 b ilg g a Nivo 8]
(ESRD)ayauiv s94lS s low 10l jw pubai o> sl s law a o
w3 w0 diiwni Mive iarhigs s s)lew 9 28 g a Yal
L Jlew! aibw 2iiSees cule) | v g Sisand 1S joiS xiile Jols
osoling 2 39105 9 2 Sl 0aze s HuSWI, 9 pglao Elaiwl
iguies aglllae 5)lg 2l D uoling YL b glow ¢ D
Intervention groups
oS @ ed S5 ) JoSo 228 g3 ail g aidn 12 wio &y alslis 05,5
2,8 aialgs el oS e 300 ol 306 S g 2uivlus
Main outcome variables
wibs s aMe @i alyjoSulS puslSoan il g5 26

General information

Reason for update
Acronym
IRCT registration information
IRCT registration number: IRCT20191105045340N6
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Ethics committees
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Ethics committee
Name of ethics committee
Obul oSy psle oiuly GW5| aisaS
Street address
Ol S gy pole oisily Mo T waiz crad ol,S )5 e
City
ol
Province
obe
Postal code
1449614535
Approval date
\F-¥/-V/-1,2024-09-22
Ethics committee reference number
IR.IUMS.REC.1403.707

Health conditions studied
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Description of health condition studied
2 goi wuld wilgsi
ICD-10 code
E08.21
ICD-10 code description
Diabetes mellitus due to underlying condition with
diabetic nephropathy

Primary outcomes
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Description
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Timepoint
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Method of measurement
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Secondary outcomes
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Age
From 20 years old to 65 years old

Gender
Both

Phase
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Groups that have been masked

Participant e
Investigator e
Data analyser e

Sample size
Target sample size: 60

(Randomization (investigator's opinion
Randomized
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(Blinding (investigator's opinion
Triple blinded
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Placebo
Used

Assignment
Parallel

Other design features
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Phone
1021 8670 21 98+
Email
rezafalak@yahoo.com
Grant name
Grant code / Reference number
Is the source of funding the same sponsor
?organization/entity
Yes
Title of funding source
Ol oSy psle 0wl
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

2

Sponsor
Name of organization / entity
Ol oSy psle ol
Full name of responsible person
oxd aub oxuw 4iSH
Street address
Olul S jy psls oiwly Yo T aiz crad o35 w0l
City
ol
Province
obe
Postal code
1449614535
Phone
1021 8670 21 98+
Email
tayebeh rahideh@yahoo.com
Grant name
Grant code / Reference number
Is the source of funding the same sponsor
?organization/entity
Yes
Title of funding source
Q|).1| U&.w).u ,oglf« oliaiuib
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

Method of measurement
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Treatment - Other
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Treatment - Other
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Recruitment center
Name of recruitment center
eS| Jow) @ oz Ol loy
Full name of responsible person
0 amdo 0w iSH
Street address
Sogaio 0Ll wi (gwls bl bk
City
ol
Province
e
Postal code
1445613131
Phone
1000 6435 21 98+
Email
Rasoolhospital@iums.ac.ir

Sponsors / Funding sources

1

Sponsor

Name of organization / entity
olul oSz pole oKl

Full name of responsible person
S Loy

Street address
0Ll oSy psls oBiuly Mo 70 iz crad olS )50 (0lg

City
obe

Province
obe

Postal code
1449614535




tayebeh_rahideh@yahoo.com

Person responsible for updating data

Contact
Name of organization / entity
0Ll oSy psls ol
Full name of responsible person
oxd ) anbs odpw iSH
Position
JLobuwl
Latest degree
.Ph.D
Other areas of specialty/work
ag %y
Street address
Ol S gy pole oisily Mo T waiz crad oS5 e
City
obe
Province
olg
Postal code
1449614535
Phone
1021 8670 21 98+
Email
tayebeh_rahideh@yahoo.com

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

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

Person responsible for general inquiries

Contact

Name of organization / entity
Olul oSz pole ol
Full name of responsible person
oMb aub 0w
Position
Jbobiwl
Latest degree
.Ph.D
Other areas of specialty/work
AR
Street address
Ol Siivzy psle oBisily Mo T iz caad 0,35 0l
City
obe
Province
obe
Postal code
1449614535
Phone
1021 8670 21 98+
Email
tayebeh_rahideh@yahoo.com

Person responsible for scientific
inquiries

Contact

Name of organization / entity
u|).;| ‘_,\S.w); ,o_g.l.(« oliaiub
Full name of responsible person
oxd anls 0w LiSH
Position
Jboliwl
Latest degree
.Ph.D
Other areas of specialty/work
LYACY
Street address
Oyl Siivjy psle oBisily Mo T iz caad 0,85 0l
City
obe
Province
obe
Postal code
1449614535
Phone
1021 8670 21 98+
Email




