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MATERIAL TRANSFER AGREEMENT

This MATERIAL TRANSFER AGREEMENT (MTA) is made on day of month, year by and between ICMR- NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH (ICMR-NIRWoH), a research institute formed and registered having their place of work at J.M. Street, Parel, Mumbai, Maharashtra 400012 through Dr. Geetanjali Sachdeva, Director, and Dr. Dipty Singh, Principal Investigator, at ICMR NIRWoH, J.M. Street, Parel, Mumbai, Maharashtra 400012
AND 

…………………………, a company formed and registered having their place of work at ………….through ………………., Director, and ………………………….., working at ………………………………. .

SCOPE OF AGREEMENT: 

1. The ICMR- NIRWoH, research institute is desirous to conduct research in the area of reproductive health and execute a research project entitled “Blood and urine levels of phthalates and VOCs and their association with the use of menstrual hygiene products”. This project is funded by ICMR grants. The proposed study is a multi-center study and, Pesticide Division, ICMR-NIOH will be carrying out Phthalate & VOCs and their metabolites measured in urine and serum samples generated by PI at NIRWoH.
2. Safety of sanitary pads uses has become a world-wide public health concern. There is lack of evidence on sanitary pad uses lead to increase in phthalates and VOCs levels in the blood and urine.  This study will attempt to estimate changes in blood and urine levels of phthalates and volatile organic compounds (VOCs) in women using cloth pads/menstrual cups/tampons as compared to sanitary pads

NOW IT IS AGREED BETWEEN THE PARTIES AS FOLLOWS: 

1. OBJECTIVE OF THE MATERIAL TRANSFER 

1.1 The objectives of the material transfer:  
· To get Phthalate & VOCs and their metabolites measured in urine and serum samples of all the study participants. 

2. OBLIGATIONS OF THE INSTITUTES

2.1 It is agreed that ICMR NIRWoH and the company…… shall understand clearly the objectives of their association under this MTA.
2.2 It is agreed that ICMR NIRWoH shall provide the samples (urine and serum samples) in good condition for estimation.
2.3 It is agreed that the company…. will perform the estimation experiment following approved methodologies.
2.4 It is agreed that the company…. shall provide estimation raw and processed data files to ICMR NIRWoH.
2.5 It is agreed that the company…. shall not withhold any data without the consent of ICMR NIRWoH.
2.6 The company … shall provide post- estimation assistance with respect to data analysis.
2.7 The company….. shall not use the material/samples/data for purposes other than that agreed upon under this MTA.
2.8 The company….. shall have no objection to the use of the data collected under the project for research purposes as is required under the project.
2.9 Each party agrees and undertakes that they will not enter into or in any way seek an award   of any contract for the project or any part thereof other than in accordance with this MTA without the written informed consent of the other party hereto.
2.10 It is agreed that the parties associate exclusively for the purpose of this project under this MTA.

3 ROLES AND RESPONSIBILITIES

3.1 The PI shall do the processing of clinical samples (urine and serum samples) collected from the collaborating centers, ICMR- NIRWoH Infertility Clinic & Maharshi Dayanand College of Arts Science and Commerce, Parel, Mumbai.
3.2 The PI will be responsible for providing samples in good condition to the company….
3.3 The company… will be responsible for advising the PI on labelling, storage and dispatch of samples.
3.4 The company… shall be responsible for transportation and delivery of samples to the company center in case the company… has the provision of collection of samples by their collection agents.
3.5 Any damage to the samples while being transported by company’s collection agents shall be the responsibility of the company….
3.6 The company… will perform the estimation experiment following approved methodologies.
3.7 It is agreed that the company…. shall provide estimation raw and processed data files to the PI.
3.8 PI shall be responsible for publication of the data in peer-reviewed research journals.

4 CONFIDENTIALITY

4.1 The parties and the persons from the company… working on the project shall keep confidential all the information relating to the project that is confidential in nature.

4.2 The samples for the study would be anonymized (removing personal identifiers) by the PI at ICMR- NIRWoH and the anonymized samples with the code numbers only will be sent to the company... Each sample will get a unique code assigned by the PI, records of which will be maintained by the PI at ICMR-NIRWoH (Linked anonymization). Any additional information regarding the sample/participant would be routed through the PI at ICMR- NIRWoH. 

4.3 No confidential information shall be revealed to any third person without the expressed written consent of both parties. 

4.4 Use of confidential information for any purpose other than the said purpose of the project shall not be allowed, unless all parties agree and give written consent for the same.

4.5 Parties shall conform to the guidelines for research, good clinical practice and medical ethics and shall not breach the same. All samples are collected from study participants after taking their consent for the study and it is conducted under the ICMR National Ethical Guidelines for Biomedical and Health Research involving human participants, 2017.



5 CONSIDERATION

5.1 There is no financial consideration to be paid by either of the parties to this MTA. The funding to be received for this project “Blood and urine levels of phthalates and VOCs and their association with the use of menstrual hygiene products” which shall be received by ICMR- NIRWoH and utilized for the outsourced services and accounts for the same shall be submitted to the funding agency after due audit.

6 PUBLICATIONS, INTELLECTUAL PROPERTY RIGHTS

6.1 It is agreed that the credit for the services shall be shared by all the parties involved in the project handling, execution and analysis of the same. 
6.2 Any publication arising out of the research project would cite the company… providing services.
6.3 Any notice under this MTA or change of persons in charge or responsible for the projects, shall be sent to the other party in writing by either post, email, facsimile or delivered by hand. The notice to the party should be sent at the address mentioned in this MTA. 
6.4 The MTA shall be terminated at the completion of the project. In case for some reason, it is stopped or terminated prior to completion by either party, reasons for the same would have to be given in writing and approval from the concerned authority for the same would have to be taken. Decision on the impact of such termination would also have to be assessed and appropriate compensation would have to be paid by the party terminating the project prior to its completion.
6.5 The entire MTA constitutes the final and concluded agreement between the parties. It replaces all other, if any, MTAs or agreements signed for the above said project, whether in oral or in writing. 

The parties have set their hands to this MTA voluntarily on the day and year first mentioned herein 


Signed and executed by

Research Officer						Principal Investigator

Dr. ………………						Dr. ……………………
Affiliation and address              				Affiliation and address
Date:								Date: 


Signed for and on behalf of				            Signed for and on behalf of

Dr. …………………..                                                                 Dr. …………………..
Director							Director
Affiliation and address 					Affiliation and address
Date:								 Date:
Seal: 								 Seal: 
