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Iran Rare kidney Disease Registry
(rkdireg.com)






Data Sharing Agreement

This agreement is made on …… day of …….     of 
Aliaasghar clinical research developmetn center(AACRDC), Ali asghar children Hospital (Iran uniersity of Medical Sciences)
Vahid dasgerdi st. Modares freeway, 1919816766,  Tehran , Iran

further referred to as the “Iranspn/IUMS”, 

represented by its Commercial Managing Director Nakysa Hooman, 

and

………………., Other Centre registry of Tubulopathy, 

Resident in  …………… ,

Represented by … ………, 

Further referred to as the “Other Centre Representative”. 

Jointly referred to as the “Parties”.

Whereas: 

A. The Iranian Society of Paediatric Nephrology (IranSPN) is a scientific organization active in paediatric renal care, catering to the various fields of nephrology through co-operation with other scientific organisations, medical educational programmes, research, publications and congresses. Iran University of Medical Sciences (IUMS) has supportive to design the program of TUBULOPATHY registry.
B. The Other Centre Representative collects information related haemolytic uremic syndrome (TUBULOPATHY) and its outcome. 

C.  The Iranspn/IUMS and the Other Centre Representative wish to collaborate in a TUBULOPATHY registry (“The rkdireg,com) for the purpose of studying the epidemiology and demography of paediatric haemolytic uremic syndrome and for promoting studies on paediatric haemolytic uremic syndrome and their treatment outcomes. 

D. The Other Centre Representative is willing to share and transfer collected information on rkdireg.com in his Centre to the Iranspn and IUMS Registrar.

E. To this end, the Iranspn/IUMS has entered into an agreement with the “Iranspn/TUBULOPATHY Registrar” to provide the Iranspn /IUMS with means and services related to: 

i. the collection, organisation, analysis, communication and publication of data and information as will be provided by various national and international registries.

ii. the development and management of a consistent and extensible database structure in which such data will be stored and organized. 

iii. the provision of reliable annual data reports on paediatric haemolytic uremic syndrome and its outcome, based on data from national registries ; and

iv. stimulation of and participation in scientific research in the fields of nephrology, epidemiology and medical informatics. 

General Principle:

Data shared by the Other Centre Representative with the Iranspn / IUMS Registrar are exclusively pseudonymized individual datasets.  

The Other Centre Representative and the Iranspn / IUMS Registrar are separately responsible for data protection according to General Data Protection Regulation Regulation 2016/679 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data. 

The TUBULOPATHY Registry receives a set of the patient data obtained by the Other Center Representative from the Other Center registry or individual centers, represented by the Other Center Representative. All these data have been obtained from the source in a fully GDPR-compliant procedure.  
The Parties agree as follows: 

1 Data collection by the Iranspn / IUMS Registrar

1.1 The Other Centre Representative will share a core dataset containing: demography, past history, family history, risk factor, evaluation, management, etiology, follow up, and outcome.
1.2 The Other Centre Representative will share this data of all paediatric haemolytic uremic syndrome with the the Iranspn /IUMS Registrar. 

1.3 The Other Centre Representative will ensure that patients are not reported in duplicate. In addition, it will flag patients who may appear in data from another registry. 

1.4 Data will be provided by the Other Centre Representative at least twice a year according to a timetable agreed upon by the Other Centre Representative and the Iranspn /IUMS Registrar which is subject to change by mutual consent. At the first delivery, the Other Centre Representative will provide data of all paediatric haemolytic uremic syndrome patients to the Iranspn /IUMS Registrar over the period as far back in the past as the Other Centre Representative judges its data reliable. 

1.5 Together, the Other Centre Representative and the Iranspn /IUMS Registrar will work out a procedure for the updates of the data set. This procedure will be documented to this agreement and is subject to change by mutual consent. 

1.6 The Other Centre Representative is responsible for the completeness and accuracy of its data sets. At the time of the transfer of the data, the Other Centre Representative is responsible for the accuracy and completeness of the dataset.

1.7 The Iranspn /IUMS Registrar is responsible for the quality of the data processing and analysis after arrival at its office. 

2. Data transmission

2.1 The Other Centre Representative will ensure that data collection and data transmission to the Iranspn /IUMS Registrar takes place in accordance with its Other Centre data and privacy protection laws and that data transmission and processing by Iranspn/IUMS as a third party are covered by the informed consent of the data subjects. The Other Centre Representative shall provide the obtained consents of the data subjects to the Iranspn /IUMS Registrar upon request. 

2.2 Data will be sent to the Registry Coordinator by safe file transfer or entered directly into the Iranspn /IUMS Registrar website (https://rkdireg.com). 

2.3 Data received by the Iranspn /IUMS Registrar do not contain patient’s name or address. 

2.4 Data are coded with a unique patient identifier, designed locally by Other Centre Representative. 

2.5 The TUBULOPATHY Registry does not have access to the key for patient. Other Centre Representative is responsible for logging which patient-IDs belong to which patients. 

2.6 Upon receipt, the Iranspn /IUMS Registrar will consult the Other Centre Representative in case of questions concerning the interpretation of the data. Thereafter, the Iranspn /IUMS Registrar will produce a standard report to be sent back to the Other Centre Representative for him/her to check the validity of the data after these processing steps. 

2.7 If the results contained in the standard report are not valid, the Other Centre Representative will inform the Iranspn /IUMS Registrar of these inconsistencies as soon as possible, but at the latest on the date agreed upon. 

3. Data storage and protection 

3.1 Pseudonymized patient-level data will be collected and stored on a server at Iranian society of paediatric nephrology. Data will not be accessible to non-authorised personnel or entities. Regular back-ups are made and kept in a secured, fire-proof location. 

3.2 In case of batch data transfer each year an updated dataset sent by the Other Centre Representative will be replaced by a new one and the old one will be automatically deleted from the server. Data entered directly in online entry system will be stored for 30 years.   

3.3 Datasets used for publications will be kept for at least 30 years to enable reanalysis.

3.4 After the retention period, data will be destroyed using state of the art methods. 
4. Property and use of the data and access to the data 

4.1 The intellectual property of the Data provided by the Other Centre Representative shall remain with the Other Centre Representative. 

4.2 The Iranspn /IUMS Registrar is entitled to insert the Data provided by the Other Centre Representative into the Iranspn Database and to use the Data in accordance with the purpose of this agreement. 

4.3 The data will be handled by the research and IT staff of the TUBULOPATHY Registry. All have signed an agreement on data protection.

4.4 Third parties may be granted a “read only” access to the Data, if applicable law permits such access. At all times, explicit approval from the Other Centre Representative that has provided the data is needed. 

5. Advice and supervision 

The TUBULOPATHY Registry Committee with members appointed by IUMS registries and the Iranspn Council will advise and supervise the Iranspn /IUMS Registrar with respect to technical matters, research projects and scientific analysis. 

6. Reporting results

6.1 The Iranspn /IUMS Registrar Registrar will analyse the data under the supervision of the Iranspn /IUMS Registry Committee.

6.2 The results will be published by means of congress presentations, papers in scientific journals and in annual reports of the Iranspn /IUMS Registrar. 

6.3 The Iranspn /IUMS Registrar and the Iranspn /IUMS Registry Committee shall by mutual consent develop a publication policy, which does justice to the scientific input of the TUBULOPATHY Registry Staff, the Iranspn /IUMS Registry Committee, the Other Centre Representatives and other collaborators. 

6.4 Reporting results by the Iranspn /IUMS Registrar may include Other Centre specific, aggregated data specified by the Other Centre, unless this was explicitly refuted by the Other Centre Representative. 

6.5 In order to recognize the contributions, centers contributing 5 or more patients will have one co-author in the planned publication, those with more than 20 patients will be offered two co-authorships. Investigators providing data for less than 5 patients will be listed in the acknowledgements" as participating investigators or listed by name under the “Iranspn TUBULOPATHY consortium”, so that on PUBMED the name will still be associated with the paper, once published. This decision would be made accordingly. 
7. Duration and termination

This agreement becomes effective at the date of the last party signing the agreement. Termination of this agreement will follow after: 

7.1 Withdrawal of one of the parties from this agreement, at any time and without the need of giving a reason. Termination of the agreement is without any further obligation or compensation. 

7.2 In case Iranspn/IUMs decide to transfer tubulopathy Registry Obligations to another party, a new agreement should be signed before data can be transferred from the current to the new Iranspn /IUMS Registrar.

7.3 Upon termination of the agreement between Other Centre Representative and TUBULOPATHY registry there will be no further data transfer between the parties.

7.4 This agreement shall be construed, governed and enforced in accordance with Iran law.
7.5 The cooperation period is for the period of 2030. years and will be extended if the parties agree.
7.6 The intellectual property of the information of the parties to the contract belongs to each of them, and the parties can analyse and publish their own information alone. In order to use the data obtained from the parties, a proposal must be prepared and presented.
7.7  The second party is obliged to publish any articles or other publications resulting data recorded by its own centre. Please include the approved title of the " IranSPN /IUMS Registrar " program in Farsi or Latin in the research method and acknowledgment sections. The managing director name should also be one of the authors.
7.7 If the second party uses the special system for registering haemolytic uremic syndrome to record data, the first party (IranSPN/IUMS) is obliged to provide access to extract (report) the information recorded by the second party in the system. Provide electronics for the second party.
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