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1 August 2021 - 11 August 2022

Introduction:
Primary Sjogren Syndrome Registry (TRAPSS) that has been designed and launched by Guilan
Rin-mmmlugy Research Cent

er in Guilan University of Medical Sciences (Rasht, Iran),
approved at 2020 - 1 -

- I8 (aporoval 1D is IR.GUMS.REC.1398.475.). The main IRAPSS aims
e improvement of care of patients with primary sjogren syndrome and establishment a
Standardized data bank for creating high level cvidences, IRAPSS main domains are; -

. Dcmogmphic\s,‘charac\cristics

*  Primary Sjogren syndrome classification criteria

*  Disease related quality of life
¢ Discase activity
L ]

Disease da mage
*  Treatments

IRAPSS registry master files s included (Described in IRAPSS protocol):
*  Protocol

*  Patient and work Nlow

¢ Duta dictionary

*  Strutegic plan

*  Conflict of Interest form

*  Memorandum of understanding

*  Domaing

*  Data Flow

*  Data Map

*  Classification criteria form

Paper clinical forms

* Paper abstraction forms

* Paper and excel quality assessment forms
Scan of all RMF Paper documents

* SPSS/STATA

* IRAPSS web site (under construction)

Intellectual property;
AHIRAPSS forms, exeels, SPSS/STATA
Gonabad IRAPSS site awns it dat

and patient source

documents are confidential.
a and also transfer any intell

¢ctual property or their other
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11 August 2021 - 11 August 2022

- . IS collabamamors have ondy
ekt 1o IRAPSS exacutives as IRAPSS developer. Other IRAPSS colladaraiess have onl)
Dr. Farhany Solan.

N [
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SN ‘\ \‘\hut“\ e daml1 \‘I\n-.\ \'\ .\nsn\s\\ W :;b-<Ali~\\‘tK---

Nteering Commattee:

. IR APSN
3 ) Tavd W | has eyttt f B e e AN ArS
We are doephy honorad that Dr. Farhang Soltant has acceptad 1@ be a member of IRAPSS
saenng Commiice,

_ . .
o Eaecutinves of IRAPSS Registry, Proft Asghar Hapa tbbast (ASHA) and Dr. Poonch
Ghay ;.‘.:T arsa (POGHD will be m hist of authors of all articles that have been derived

tromy IRAPSS dana.
< In articles that are den vad from Cxor.\\b\m IRAPSS data, role of ASHA and POGH will

} 3 ¥ Ay 3
be determinad by Dr. Tachang Soltant.

= Ifonly Gonabad IRAPSS dan ix used for a research ‘“\\‘ 1, Dr. Farhang Soltam as tirst

wuthor is responsible tor determining list and role ot ether “mhors.

enduas

~

< If Gonabad data are used for a multsite IRASPSS research project (After getting
sermission of Dr. Farbang Solant), Dr. Farhang Seltam and persons who he declares,
will be listed as Gorabad authors in denved articles. In these articles, first and

correspond authors will be determined as consensus by all site executives

Central IRAPSS Site Responsibilities
1 Selectuing IRAPSS denains and defining IRAPSS outcomes

=

> Providing and updatin: IRAPSS protocol
3. Providing IRAPSS stritegie plan
<. Providing and updating case report formy, patent and work flow, data flow, data map.

data dicuonary, contlict of interest form, memorandum of understanding form and
IRAPSY gquality assessment forms
S IRAPSS web site (und :r construction)
0. Providing central site simulation sessions
Helping to Gonabad s:te through assessing " Gonabad quality assessments™  that will
be done by Gonabad site coordinator
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Gonabad TRADPSS Site Reponsibilities:

A

\onitoring of Gonabad site and reporting its quality (Deseribed i the IR APSS protocoh

Termination:

. ~ "D
This agresment enters into “orce on 11 August 2021 and will be expired by 11 August 2022

IRAPSS executives are mterested in a long term colluboration and this agreemeast can de

conunued after evaluaton Gonabad qm 1.\ assessment reporits and s RL"NW Master File
»

wludime patient source ocuments) by IRAPSS central site (Described n the IR APSS

Gonabad University of Medical Scicnces

Prof. \mhm KMM

Vice C h.\nu'lo" m R( waréfx umi 'lu hnology
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