DRAFT AGREEMENT FOR GRANTS-IN-AID TO INDUSTRY
THIS Agreement made and entered into on this _______day of _________________, Two thousand …………….between the President of India acting through Scientist-G dealing with Drugs and Pharmaceuticals Research Programme of Technology Development and Transfer Division, The Department of Science and Technology, Government of India having its office at Technology Bhavan, New Mehrauli Road, New Delhi-110 016 (hereinafter called DST which expression shall wherever the context so admits include its successors and permitted assigns) of the first part.   

AND

………………………………………………. a company incorporated under the Indian Companies Act 1956 having its registered office at ………………………………………… ………………………………………………………………………………………………….(hereinafter called ………………………. which expression shall wherever the context so admits include its successors, receivers, administrators, permitted assigns and associated companies) of the second part.  

WHEREAS at the directions of Government of India, DST is implementing a scheme entitled “Drugs and Pharmaceuticals Research Programme” (DPRP) that inter-alia provides Grants-in-Aid to in-house R&D laboratories of industries/SIRO (Scientific and Industrial Research Organisation) for undertaking Clinical Trials for developing drugs for neglected diseases. 

WHEREAS Technology Development and Transfer Division in DST head office in New Delhi is entrusted with the responsibility to implement the scheme.

AND WHEREAS DST has received this proposal for support under the scheme from …………………………... Following a stringent and rigorous system of screening, peer review and domain expert evaluation and assessment through Expert Committee of DPRP and Drug Development Promotion Board (DDPB), this project titled “……………………... …………………………………………………………………………………………………” of M/s …………………………………………. was recommended for financial support in the form of grants-in-aid.. 

AND WHEREAS …………………………….. is an Indian Private Sector Company engaged in Research & Development work in the field of drugs & specialty chemicals and has the expertise, knowledge, significant research and development base and experience and has agreed to develop the product under the scheme with overall objective of ……………… ………………………………………………………………………………………………….. 

WHEREAS …………………….. has entered into a Legal Agreement with DST for undertaking the project.

DEFINITIONS:
(a) “Project” means the research work being carried on and pursued by ………………...  as described in Annexure 2.

(b)  “Product” means a ………………………………………………………………….. …………………………………………………………………………………………..

(c)  “Commercialization” means and includes marketing, promoting, selling and distributing the Product including making arrangements of any and all kinds with any entity or entities anywhere in the world including sub-licensing in respect to the Product.

(d) “IPR” means any invention, Patent, registered design, copyrights, data, design rights, topography right, trade mark, service mark, application to register any of the aforementioned rights by ……………………… relating to the Products and Development work.
Now, therefore, in consideration of the premises and mutual covenants hereinafter contained, the parties hereto agree as follows:
CL.1
SCOPE OF THE AGREEMENT

This agreement details (i) the modalities and the terms and conditions of the collaboration, financial arrangements, outputs of the project including intellectual property rights, (ii) responsibilities and obligations of each party (iii) role and functions and powers of the   Monitoring Committees, pertaining to the project.  

CL. 2
MODALITIES OF COLLABORATION

The respective responsibilities of ………………………….. and DST shall be as follows:

2.1 Responsibilities of …………………………. :

i. Undertake activities as outlined in the project document and/or assigned by Monitoring Committee (as provided in Clause 4) in conformance with the objectives, milestones and targets as per this agreement, the project plan discussed with DST and defined in study protocols respectively;

ii. Maintain a separate financial account to be operated by authorized persons of the company under the control of the President – Clinical Research & Drug Development for the purpose of accounting of the funds disbursed under this agreement;
iii. Submit six monthly statement of accounts with details on the purposes for which the funds of the project grants were utilized to DST for the period ending 31st March by 31st May and 30 September by 30 November in the format provided by DST;

iv. Furnish six monthly Progress Reports to DST;

v. Provide periodic inputs on technical and market intelligence as well as comparative analysis of technologies to the Monitoring Committee;

vi. Cooperate with the Monitoring Committee by providing it the requisite information and if requested, access to inspect the premises where the project activity is being carried out (as provided in Clause 4) and to bear any expenditure towards such meetings;

vii. Assist wherever necessary, the Monitoring Committee with requisite technical inputs / facilities to help accomplish the objectives of the project; 

viii. Abide by the decision of the Monitoring Committee / DST on the assessment of the progress in the project and the modification in the objectives, milestones, targets, funding as also the foreclosure of any activity or subproject;

ix. After obtaining the Marketing Authorization, ………………… to provide the product to the Govt. of India through National Vector Borne Disease Control Program (NVBDCP) / office of the Director-General of Health Services / Health Departments of States/UTs for the benefit of ……………. patients in India at a reasonable price (cost + 10% of cost) on the quantity required till the expiry of the existing patent rights, i.e., …………...  …………………… will be informed of the yearly requirement at the beginning of the calendar year;
x. Help uphold and enhance the awareness of the DPRP Scheme; 

xi. Ensure and warrant that the same project will not be executed by it with any other party within India during the term of this agreement;
xii. ………………………….. also agrees that if the development of the product is stopped at any stage on the recommendations of Monitoring Committee of DST / ……………… / the Drugs Controller General of India (DCGI), Govt. of India due to unforeseen serious adverse reactions and/or lack of efficacy in patients, this agreement will lapse and……………….. will return to DST any unutilized grants-in-aid after deducting amounts already committed to third parties ;
xiii. The provision of the grants to ……………………… does not create any liability explicit / implicit on DST of the manpower engaged for the project;
xiv. In case …………………… decides to abandon the project or for breach of any of the terms and conditions, the entire amount of the grants shall become recoverable forthwith and it shall be open to DST to effect the recovery from ………………….., in any manner it thinks fit, and

xv. Notwithstanding anything contrary in the agreement, the terms conditions are subject to change as decided by the Government of India from time to time, ……………………….. agrees to abide and honour such directions and decisions of Government of India
2.2
Responsibilities of DST:  

i. Provide grants for the whole project, as outlined in the Annexure-1, till the products get Marketing authorization in India for the treatment of ………………………… infections and disburse the grants from time to time as required for the clinical trials mentioned in Annexure 1, subject to NOC from the DCGI for conduct of the trials;
ii. Facilitate, coordinate, monitor the activities of the projects for smooth functioning of the project etc;

iii. Facilitate and ensure the holding of Monitoring Committee meetings, as far as possible, at least once in six months to monitor the project;

iv. Take necessary steps to implement the decisions of the Monitoring Committee including extension / curtailing / modification of outputs, milestones and targets; 

v. Apprise the Expert Committee (DPRP) and DDPB of DST, from time to time, about the progress of the project; and
vi. DST will sanction additional amount, if required, for the additional studies to be conducted as per the regulatory requirements and/or as suggested by the Monitoring Committee

CL 3.
FINANCIAL ARRANGEMENT 

3.1 The total estimated cost of the project is Rs ………….. crores and details are attached in Annexure 1. The first instalment of grants-in-aid will be released to ……………… by DST for Rs ………… crores at the time of sanction / after signing of the agreement.   The second instalment of the grants-in-aid of Rs …………. crores will be released to …………………… after the monitoring of the project by the monitoring committee appointed by DST at the completion of six months of project duration.  The direction of the Monitoring Committee should be honoured by both parties.
3.2 ………………….. shall ensure that the funds of the project are utilized only for the project as per this Agreement. 
3.3 ………………….. shall immediately refund to DST any funds remaining with it unutilized on foreclosure or termination (as per clause 4) / completion of the project.

3.4 The provision of the grants to …………………., by DST does not create any liability explicit or implicit on DST in respect of the manpower engaged by ………………… for the project.

CL.4 
MONITORING COMMITTEE

A Monitoring Committee comprising of eminent experts shall be appointed by DST to monitor the project for achieving the defined objectives in the time and costs projected. The terms of reference to the Monitoring Committee are:

i.
To review and examine the progress of the project in conformance with the milestones, targets and objectives as contained in the agreement;

ii. Based on the foregoing to assess and recommend for foreclosing or modification in the components of the project unforeseen serious adverse reactions and/or lack of efficacy, within the overall approved objectives, budget and timeframe revision and release of next installment of grants-in-aid;

iii. Any other matter as referred to by Secretary, DST. 

The Monitoring Committee shall meet at least once in six months. The meetings of the Monitoring Committee shall be facilitated by DST and convened by …………….. 

CL.5
RESULTS OF THE PROJECT/IPR
5.1
The deliverable studies from the project are defined and included as Annexure 1. 

5.2
Any patents generated in the project shall be owned by ……………….. and DST jointly in the ratio of the investment made by ………………… on one hand and DST on the other. The income /royalty thus obtained shall be shared by ………………… and DST on that ratio. 

5.3
It is the responsibility of …………………… to protect and maintain any patent rights that may result from the project.   

5.4 
………………….. shall have the first right to exclusively utilize the patents (if any) obtained out of this project generated after receiving grants from DST; on the following terms and conditions, which shall be final and binding on ………………: DST will receive a share not less than ……….% of the net sales value of product (exclusive of duties and taxes) received by ……………………. from the commercial exploitation of the aforementioned patent for the period of validity of the patent.  

5.5 In the event ………………….. is unwilling to commercialise the patent within 24 months, DST in consultation with …………………. can license the patent to other interested parties on executing a separate agreement with them.  The income / royalty thus obtained shall be shared amongst the parties on mutually decided terms as mentioned in Clause 5.2.
5.6     …………………….. shall have the exclusive right to commercially exploit/conduct further research work on the patents in the project generated after receiving grants from DST. 

5.7
Any publications in journals, presentation in seminars in respect of the project shall be in the name of research workers, duly acknowledging that the work has been carried out under the DPRP scheme with support from DST.

5.8
…………………….. shall have exclusive claim for seeking intellectual property rights in its own name or in the name of its associates upon the intellectual property generated in the project unless it can be documentarily demonstrated that it has been outside of the project. 

CL.6
DURATION OF THE PROJECT


The project duration shall be for ……….. year from the date of receipt of first instalment of grants from DST. It would be the endeavor of ……………….. to complete the project within the stipulated period. In case, the Monitoring Committee feels that it is desirable to undertake further developmental work on the outcome of the project, which requires additional financial commitment, the grants will be disbursed by DST under the scheme as per the requirements. 
CL.7
COMPLETION

The project envisaged shall be deemed to have been successfully completed, on acceptance of the recommendations of Monitoring Committee by the Secretary, DST.  In case, during the tenure of the project, it is found that the project or any project component is not likely to lead to successful completion, the Monitoring Committee may recommend to foreclose / extend the project or the project component as warranted. In case a dispute arises regarding the decision of the monitoring committee, the decision of   Secretary, DST in the matter will be fully binding on all the participants.

CL.8
CONFIDENTIALITY

8.1
During the tenure of the Agreement and for five years after the successful commercialization of the project, ………………….. undertakes on it’s behalf and on behalf of it’s employees / representatives / associates involved in the project to maintain a strict confidentiality and refrain from disclosure thereof, of all or any part of the information and data exchanged / generated from the project under this Agreement for any purpose other than in accordance with this Agreement and for the commercialization of the project.

8.2 The parties shall not have any obligation of confidentiality with respect to any information that;

i. is in the public domain by use and / or publication at the time of its receipt from the disclosing party; or 

ii. was already in its possession prior to receipt from the disclosing party; or

iii. is properly obtained by the recipient from the third party with a valid right to disclose such information and such third party is not under confidentiality obligation to the disclosing party; 

iv. is required by public authority by law or decree.

Any and all information received by either party from the other upon request shall be promptly returned, however, the parties involved in the project may retain one copy of such information in their confidential files, solely for record purposes.

CL.9   EFFECTIVE DATE, tenure & TERMINATION OF THE Agreement

9.1
The Agreement shall be effective from the date of signing and be valid for a period of 12 years thereafter. 

9.2
The agreement duly signed by ………………….. and DST shall remain in the custody of respective parties. A copy of the agreement duly authenticated by DST shall be provided to ………………...
9.3
During the tenure of the Agreement, parties hereto can terminate their part of the Agreement for breach of any of the terms and conditions of the Agreement.

9.4
In the event of termination of the Agreement vide CL 9.3, the rights and obligations of the parties thereto shall be settled by mutual discussions. In case the parties fail to reach a mutual settlement within a period of 3 months, the matter shall be referred for recommendation of the Monitoring Committee which will be considered by Secretary, DST. The decision of the Secretary, DST shall be final and binding on the parties. The financial settlement shall take into consideration not only the expenditure incurred but also the expenditure committed by the parties hereto.
CL.10
FORCE MAJEURE


Neither party shall be held responsible for non-fulfillment of their respective obligations under this Agreement due to the exigency of one or more of the force Majeure events such as but not limited to acts of God, War, Flood, Earthquakes, Strikes not confined to the premises of the party, Lockouts beyond the control of the party claiming force Majeure, Epidemics, Riots, Civil Commotions etc. provided on the occurrence and cessation of any such event the party affected thereby shall give a notice in writing to the other party within one month of such occurrence or cessation. If the force Majeure conditions continue beyond six months, the parties shall jointly decide about the future course of action.

CL.11
AMENDMENTS TO THE Agreement


No amendment or modification of this Agreement shall be valid unless the same is made in writing by both the parties to the agreement or their authorized representatives and specifically stating the same to be an amendment of this Agreement. The modifications / changes shall be effective from the date on which they are made / executed unless otherwise agreed to. However, if any amendment/modification need to be carried out between the parties and the said amendment/modification does not in any way affect the rights/obligations of the other parties then such document be signed between those parties to whom amendment/modification applies. 

CL.12
ASSIGNMENT OF THE Agreement

The rights or / and liabilities arising to any party to this Agreement shall not be assigned except as provided for in this agreement or with the written consent of the other parties and subject to such terms and conditions as may be agreed upon between the involved parties.  

CL.13
NOTICES & JURISDICTION

All notices and other communications required to be served on any of the parties under the terms of this Agreement shall be considered to be duly served if the same shall have been delivered by hand or posted by registered mail to the party at its last known address of business. Similarly, any notice to be given to DST shall be considered as duly served if the same shall have been delivered to, left with or posted by registered mail to the DST at its registered address in New Delhi.

The Courts at New Delhi shall have exclusive jurisdiction in all matters concerning this Agreement including any matter arising out of the arbitration proceedings or any award made therein.

CL.14
ARBITRATION

Except as hereinbefore provided, any dispute arising out of this Agreement or relating to its interpretation, the same shall be referred to the arbitration by the Arbitral Tribunal consisting of one arbitrator to be appointed by each party to the Agreement and one more mutually accepted arbitrator who will be the Presiding Officer of arbitral Tribunal and the decision of such arbitrators shall be final and binding on all the parties. The venue of arbitration shall be at such place as may be fixed by such arbitrators and the arbitration proceedings shall take place under the Arbitration and Conciliation Act, 1996 and any modification or re-enactment thereof.
SEAL of the parties 

In witness whereof the parties hereto have signed this Agreement on the day, month and year mentioned hereinbefore.

Parties

For & on behalf of 



For & on behalf of
 

President of India
(First part) 

 
Signature




Signature




Name
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Designation




Designation: 

SEAL





SEAL




Witness (Name and Address)

1.

2.

Date:

Annexure –1

Name of the Project : 

Name of the Company :  
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	Duration
	No Of Patients
	Particulars
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Annexure –2

Name of the Project : 

Name of the Company :  

Objectives of the Project : 

Strategic Advantages 


Targets of the Project

	S.No.
	Study
	Expected timeline
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